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1. INTRODUCTION

The Center for Devices and Radiological Health (CDRH) electronic Submission (CeSub)
eSubmitter tool is a free program that allows program participants to electronically
complete and submit information for a 510(K) device or radiation emitting product to the
Office of In Vitro Diagnostic Device Evaluation (OIVD) or Radiological Health. This
tool is intended to automate the current paper submission process, allowing for quicker
completion once users are accustomed to the software, as well as speed up the filing
process with CDRH. The eSubmitter software requires completing a series of questions
in electronic forms and allows attaching documents when additional information is
needed.

Filing product reports for radiation emitting products is required by law. The CeSub
eSubmitter software replicates several of these reporting guides, which have been
available in hard copy for decades. The electronic reporting guides available in
eSubmitter are still under development, and the software is regarded as a pilot program. If
using the eSubmitter software is not desirable, you may continue to complete hard copies
of the report, which are available as Adobe Portable Document Format (PDF) and/or
Microsoft Word documents at www.fda.gov/cdrh/comp/eprc.html.

1.1 ABOUT THIS GUIDE

The instructions in this guide provide detailed information for installing the CeSub
eSubmitter software into a computer with a Microsoft Windows operating system. In
addition, this user guide assumes familiarity with terms associated with using a computer
(e.g. clicking and double-clicking).

This guide is organized into six sections (in addition to this one):

Section 2 explains the requirements for running CeSub eSubmitter software, installation
instructions, proxy server instructions, and uninstall instructions.

Section 3 provides instructions for quickly starting up the software and setting up a PDF
viewer.

Section 4 provides descriptive information about the software and various dialog boxes
that you will see.

Section 5 provides instructions for completing an actual report and getting it ready to
submit to CDRH.

Section 6 provides information for getting technical support for the eSubmitter software.
Section 7 contains frequently asked questions.

Section 8 is an index for the contents of this guide.

Please note that the screens used in this document are examples of what you might see
while using the software. However, they may not appear exactly as shown.

In this document, titles and contents of dialog boxes appear in this format: Text.
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This convention is used so that you may easily differentiate what you see on your
computer screen from the text in this user guide.

In addition, the terms submission, report, and submission report are used interchangeably
in this guide to refer to a submission report.
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2. SOFTWARE INSTALLATION

21 SYSTEM REQUIREMENTS

Windows Operating System

Adobe Acrobat Reader v5.0 or greater.

30 MB of disk space

Access to a Compact Disk-Recordable drive (CD-R Drive)

Software capable of viewing HTML, such as a Web browser, Microsoft Word or
Adobe Acrobat (full install version, not the Reader)

2.2  UNINSTALL INSTRUCTIONS

Before installing CeSub eSubmitter, uninstall any other version of the software.

Note: If you do not have a previous version of eSubmitter or if you have eLaser Pilot
Software, proceed to installing the current version of eSubmitter software.

To uninstall a previous version of eSubmitter:
1. Use Windows Explorer to navigate to the label for the computer’s installed hard
drive, e.g., Local Disk (C:). For example, on a computer with Windows 2000:

e Open Windows Explorer.

e Double-click My Computer to display its contents.

e Look for the label of the computer’s installed hard drive. For example,

(C).
2. Double-click on the label for the hard drive to display its contents.
Navigate to and double-click to open the Program Files file folder.
4. Navigate to and click to open the eSub file folder.
You will see the folder’s contents in the pane on the right-hand side of the screen.

5. Double-click on the Uninstall.exe file, and follow the instructions provided.

Note: If you do not see the Uninstall.exe file:
e Locate and double-click to open the JExpress file folder.
e Double-click on the uninstall.bat file, and follow the instructions provided.
6. When the previous version has been uninstalled, you are ready to install the current
version of the CeSub eSubmitter software. See the following procedure.

w

2.3 INSTALLATION INSTRUCTIONS

CeSub eSubmitter software is available for downloading from the web at
https://www.fda.gov/cdrh/cesub/.

To install the latest version of the CDRH CeSub eSubmitter software from this web

page:

1. Click the link for Download the CeSub eSubmitter Software.

2. Follow the instructions provided. Following the instructions, the software will be
installed locally on your hard drive in C:\Program Files\eSub.
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Notes: 1. You can change the location where the software is installed by changing the
file path on the Installation Directory dialog box when it appears.

2. The software may be installed on a network. However, the software was not
intended to be used by multiple users at the same time. As long as it is used
only by one individual at a time, there is no issue with installing the software
on a network.

To install the latest version of the CDRH CeSub eSubmitter software from a CD-
ROM:
1. Windows Explorer should be open on your computer’s desktop.
2. Insert the eSubmitter CD-ROM in the CD drive of your computer.
3. Navigate to the directory of the CD drive, if you do not see it on your screen. For
example, on a computer with Windows 2000:
e Open Windows Explorer.
e Double-click My Computer to display its contents.
e Look for the label for the CD drive. For example, (E:).
Double-click on the label for the CD drive to display its contents.
Double-click on the jinstall.exe file.
Follow the instructions provided. Following the instructions, the software will be
installed locally on your hard drive in C:\Program Files\eSub.

Note: You can change the location where the software is installed by changing the file
path on the Installation Directory dialog box when it appears.

ook

7. When the installation is complete, remove the CD-ROM from the CD drive.

Note: The software may be installed on a network. CeSub eSubmitter has a file locking
option that you set to prevent users from accidentally overwriting the work of
another. For details, see Networking in Preferences on page 20.

2.4 PROXY SERVER INSTRUCTIONS

If you are using a proxy server to connect to the Internet, then you will need to change
the application's properties file (eSubmitter.properties) to reference the server. See your
System Administrator for help in changing the properties file.

The properties file is located in the application’'s JExpress subdirectory (Program
Files\eSub\JExpress). Add the following switches before the -cp switch:
-DproxySet=true -DproxyHost=[proxy_host] -DproxyPort=[proxy_port]

(replace [proxy_host] and [proxy_port] with the appropriate information for your
configuration).

If the proxy server requires a user id and password, add the following two properties to
the update.control file that's also located in the JExpress subdirectory:

proxyUserName=
proxyPassword=
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3. GETTING STARTED

After you have successfully installed the CeSub eSubmitter software, you are ready to
start up the application and create a new report. In addition, as you use the software and
answer questions to complete your report, you will have the opportunity to attach PDF
files to supply additional information, as well as view PDFs of your attachments. Before
you are able to attach PDFs, you must specify the application that you will use as your
PDF viewer. (Generally, Adobe Acrobat is used as the application for viewing PDFs.).
The first time that you try to attach a PDF, you will see a confirmation dialog box asking
you to specify the PDF viewer.

This section provides instructions for starting up the software and setting up the PDF
viewer.

3.1 STARTING THE SOFTWARE

To start up the CeSub eSubmitter application:
1. Click Start, and select Programs > CeSub eSubmitter > eSubmitter.

You will see a Welcome dialog box, which provides an introduction to the
application. You can set the Welcome dialog box to no longer display at application
startup. For this setting, click to clear the Show this screen at Startup check box
within the dialog box.

2. When you are finished reading the Welcome dialog box, click Close.
3. You will see a Registration Dialog box. An example is shown in Figure 1.

x|
eSubmitter Registration

Please register this software with the Center for Devices and Radiological Health (CODRH) of the

Food and Drug Administration (FDA)

By registering you will be providing valuaple statistical data that will be used in an effort to better
understand the needs of industry, as well as to help justify and guide future development efforts.

The registration process entails the entering of general contact information and the generation
of an email directed to FDA. Select the [Mext] button below to proceed.

Hext Rengister Later

Figure 1: Example of the Registration Dialog Box
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Click Next to continue the registration process. Or, click Register Later to register at
another time. If you click Next, you will see a dialog box asking you to enter your
contact information.

5. Onthe Contact Information dialog box, enter the information requested. Required

entries are indicated by blue dots. Click Next. You see an Address Information

dialog box.

On the Address Information dialog box, enter the information requested. Required

entries are indicated by blue dots. Click Next. You see a Generate Email dialog

box.

7. Onthe Generate Email dialog box, you see a summary of the information you
entered. If the information is correct, click Next. If the information is not correct,
click Previous until you return to the screen that you need to correct.

8. Click Generate Email in the dialog box. You will see an email.

9. Click Send in the email. You see a Check Results dialog box.

10. Select the button corresponding to either Yes the Email was sent correctly or
No there was a problem.

11. Click Done if the email was successful and to complete the registration process.

o

If the eSubmitter software has been updated and you are connected to the Internet,
you will see an Application Update Message to notify that the software has
changed. See Figure 2 for an example.

Application Update Message ll

@ The application has just heen updated. Would you like to view the application
5 history log now to revien the new featuresichanges since the last update?

LastWersion: 1.10 Build 5
Mewy Yersion: 1.10 Build &

5 The application history log can akways be viewed ater from the Help menu,

Yes Ho

Figure 2: Example of an Application Update Message

12. On the Application Update Message:
e Click No if you do not wish to see a list of the changes to the software. You can
review the changes at a later time if you wish. For more information see View
Application History Log in the section, Menu Bar - Help, beginning on page 32.
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e Click Yes if you do want to review a list of changes to the software. You see the
View Application History/Updates Dialog box. See

Yiew Application History /Updates Dialog il

FProvided below is a running history of all updates to the application software in reverse chronological
order by version number.

Version 1.06.00 Updates

Enhancements

1. Added the Accidental Radiation Occurrence Report.

2. Added the General Variance Request Forrmn,

3. Added several more roles to FadHealth Main Mems.

4. Updated product code, guidance, and standards lookup tables.

Fixes

1. Fized business rules in the Sunlarnp Product Report, OEW Report, and the
Abbresrated Product Report.

Version 1.05.00 Updates

Ll

e Figure 3 for an example.

Yiew Application History /Updates Dialog il

FProvided below is a running history of all updates to the application software in reverse chronological
arder by wersion number.

Version 1.06.00 Updates

Enhancements

1. Added the Accidental Radiation Occurrence Report.

2. Added the General Variance Request Form,

3. Added several mare roles to RadHealth Iain WMenu.

4. Updated product code, guidance, and standards lookup tables.

Fixes

1. Fized business rules in the Sunlamp Product Report, OEN Report, and the
Abbresiated Product Report.

Version 1.05.00 Updaies

[ENl

Figure 3: Example of View Application History/Updates Dialog Box

= Click Close when you are finished reviewing the list of changes. The
dialog box closes.

13. Next, you see the Open Report Data Dialog box. See Figure 4. This dialog box
allows you to select an existing submission or begin a new one. As you create new
reports, they are shown in this dialog box as a list of all the available submissions
with a comments area for viewing additional information on the selected submission.
However, if this is the first time that you started up the application after installing the
software, the list will be blank as shown in Figure 4.
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Open Report Data Dialog 5'

Select report data

Submission Repor Mame File Mame Last

Yiew comments on the selected report data

New Report Data... || EditName/Comments... | | open || cancel || Hem |

Figure 4: Open Report Data Dialog Box

14. Look at the bottom of the Open Report Data Dialog box. (See Figure 4.) You
will see five option buttons that are described below:

New Report Data...

Clicking this button displays the New Report Dialog box, which allows the
creation of a new submission report file. The dialog box displays areas for the report
type, as well as areas for entering a descriptive name for the submission, a file name,
and comments. Any descriptive name may be assigned to a new submission report
file, as long as it is unique to the submission list and not blank. It is a good idea to use
a name that distinctly identifies the report. Use alphanumeric characters for file
names.

Edit Name/Comments

Clicking this button displays the Edit Name/Comments Dialog box, which allows
the descriptive name and comments of the selected submission report file to be
changed. The dialog box displays the current submission name and comments. Any
name can be assigned to a submission report file, as long as it is unique to the
submission list and not blank. (For complete information on creating or editing a
submission, see Preparing a Submission, beginning on page 43.)

Open

Clicking this button closes the Open Report Data Dialog box, and opens the
selected submission. In addition, double-clicking on a submission or pressing the
Enter key while a submission is highlighted will also open the submission. (For
complete information on creating or editing a submission, see Preparing a
Submission, beginning on 43.)
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15.

16.

Cancel
Clicking this button closes the Open Report Data Dialog box with no changes to
the screen.

Help
Clicking this button displays the help text for the Open Report Data Dialog box.

If this is the first time that you started up the application after installing the software,
click New Report Data to create a new submission. (That way, you will have a
report open as you read the rest of this guide. You will also need to have a report
open to set up your PDF viewer, which you will do in the next section.)

You see the New Report Data Dialog box as shown in Figure 5.

New Report Data Dialog x|

Report type ? |CeSub Report |

Descriptive name @ || |

File name (xmly @ || |

FProvide additional comments about this report data, as appropriate.

| 0K || Cancel || Help |

Figure 5: New Report Data Dialog

On this dialog box:

e In Descriptive name, type a name for the report. Any descriptive name may be
assigned to a new submission report file, as long as it is unique to the submission
list and not blank. It is a good idea to use a name that distinctly identifies the
report.

e In File name, type the corresponding name for file. Use alphanumeric
characters for file names.

e Report type will already have the entry of CeSub Report. Do not change this
entry.

e In the comment section, type any additional information about the report that you
wish.

e Click OK when you are finished entering the information. The dialog box closes,
and you see the Open Report Data Dialog Box (an example is shown in
Figure 4) with your new report already highlighted. To select, click Open and
you see the first screen of the report.
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3.2 SETTING UP YOUR PDF VIEWER

To attach PDFs to your report, you must identify the application that you will use as your
PDF viewer. (Generally, Adobe Acrobat is used as the application for viewing PDFs.)
The first time that you try to attach a PDF in response to a question you will see a
message asking you to specify the viewer. For ease in finding these instructions, they are

placed in the beginning of the user guide. You will not need them until you try attaching
a PDF to a question.

For information on responding to questions in the submission, see Entering Submission
Information, beginning on page 48.

To set up the PDF Viewer:
1. The eSubmitter application should be open, a report should be displayed, and you
should have tried to attach a PDF in response to a question. The software will try to
generate a PDF of the blank report. You will see a confirmation dialog box asking
you to specify the PDF Viewer (as shown in Figure 6).
x|

@ Repors requite a PDF compatible viewer in order to he displayed and as of vet no
& wiewer (or an invalid viewer) has been specified

Specify a PDF viewer now?

For example, a typical location far the Adobe POF viewer on a Windows machine
is: 'Program Files\Adobe\Acrobat 4. 0\Reader’

The typical executable file name is: AcroRd32"

Figure 6: Confirmation Dialog Box

2. On this dialog box, click Yes. You see a dialog box similar to the one shown below:

x|
Look In: |Ij eSub_Test v | @ @ @ @E
I data D help.jar D sub.jar
= JExpress D images.jar D template.jar
CJpum D jh.jar D Uninstall.exe
=T META-INF [ kunststoff.jar
=T output [ ucenejar
D config.jar D rpdf.jar
D eSubmissionTest.exe D rreport.jar

File Name: | |

Files of Type: | AllFlles ~ |

Figure 7: Select PDF Viewing Software

3. On this dialog box:

e Click in the Look In box, and navigate to the file folder for Adobe. The location
is usually:
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Program Files > Adobe > Adobe 5.0 (or 6.0, depending on the version that you
have installed) > Adobe
e Click to highlight (select) Acrobat exe, and click Select. (See Figure 8.)

x|
Look In: |Ijncmhat v ‘ @ @ @ @@
9 Activex = Sequences D Agm.dil
=3 Browser 3 sPPIugins [ Bib.an
3 Javascripts [ Ace.dll [ coolType.dil
=3 optional [} Acrobatexe [ oPP.al
T PalmPilat [ acrabat.tib [ plugin.dn
CIphotoshop [} AcroENUxml [ wdk150.d1
I Piug_ins [y acroFx32.0LL [ WHa Library.di
File Hame: |Acrnhat exe |
Files of Tyne: | AllFiles |
Select Cancel

Figure 8: Select Acrobat.exe

4. The software will create a PDF of the blank report. After the PDF opens on your
screen, close it without saving.

5. Go to section 4, Interface, beginning on 15 to learn about the different areas of
eSubmitter software.
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4, INTERFACE

41  APPLICATION WINDOW

This section describes eSubmitter’s Application Window and its different parts.

The eSubmitter Application Window has two layouts that change the orientation of the
text on the screen: simple and expert. When you first start up the application,
eSubmitter opens in the simple layout with a screen view. This view shows only the
current data entry screen and “hides” an outline tree (which is similar to a folder or
directory tree structure in Windows). To navigate through the screens in a report, click
the arrow buttons on the button bar, which is located at the bottom of the screen. See
Figure 9.

CeSub Report Submitter =0 ll

File Edit View Output Tools Help
FEEEEREFIREE

Submission Name: MNewReport Last Modified:  02/25/2005 10:51:10 AM
Report Type: CeSub Report Date Packaged:

Screen View | Main Menu: Welcome

VWelcome to the Center for Devices and Radiological Health (CDRH) Electronic Subrmissions (eSub) software.

Welcome to the CDRH Electronic Submissions Software (CeSub)

This softwars application is intended to automate the current paper subroission process. This software containg a muumber of data
capturing tools and helpful dislog boxes to reduce redundant responses for you, and to allow v to capture data in a more usefil,
structured forroat. These benefits will epable CDRH to iraprove our review process and reduce lengthy review times.

For your convenience, an emafl account has been established to support any gquestions that you may have regarding the use of
this software. Please ernail any questions or cornments to the CeSub teamn at: edrhesub@edrh.fda.gov. Please be sure to include
your name, company name and contact mformation in the email

Thank you again for vsing our electronic product reporting software. We look forward to hearing from you soon.
Button Bar

What type of product is this submission refarring to? |

‘ -

| O )|

Figure 9: Simple Layout

The expert view allows the user to navigate through the form using an outline tree located
on the left side of the screen. An example of the expert view is shown in Figure 10.
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CesSub Report Submitter
File Edit View Ouiput Tools Help

=10lx]

R p— = .
I E=TE=RETFT FY R
Submission Name: MNewReport Last Modified:  02/25/2005 10:51:10 AM
Report Type: CeBub Report Date Packaged:

Outline

{ Screen:\Welcome

Outline Tree  |.&ManHenu |

2] Welcome
’ 1'Welcome (Cant)

: 6 Welcome to the Center for Devices and Radiological Health (CORH)

Eleetronic Submissions (eSuk) sowars.

Welcome to the CDRH Electronic
Submissions Software (CeSub)

This software application is intended to automate the current paper submission
{| | process. This software contains a number of data capturing tools and helpful

: | dialog boxes to reduce redundant responses for you, and to allow us to capture
|| data in a more useful, structured format. These benefits will enable CDRH ta
improve our review process and reduce lengthy review timnes.

For your convenience, an email account has been established to support any

|| questions that you may have regarding the use of this software. Please email

|| | any questions or comments ta the CeSub team at: edrhesub@cdrh.fda.gov.

| | Pleaze be sure to include your name, company name and contact information in
{ | the email

Thank you again for using our electronic product reporting software. We look

| | forward to hearing from you soon.

gl

4]

Figure 10: Expert Layout

Both layouts provide the same information. It is your choice as to which layout works
best for you. You can switch between the two layouts very easily, as well as customize
eSubmitter to open in the expert layout. For more information about simple and expert
layouts, see Menu Bar - View, beginning on page 21. To learn how to change eSubmitter
so that the application opens in the expert layout, rather than in the simple layout, see
Layout in the User Preferences Dialog Box beginning on page 19.

The Application Window, whether in simple or expert layout, is divided into three parts,

as shown in Figure 11.
e Menu Bar
e Tool Bar
e Primary Work Area
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Cesub esubmitter

Menu Bar—’ﬁle Edit View Output Tools Help

=lalx]

BlalxolE] & v -

PRI

Tool Bar

Submission Name: manualupdate
Report Type: CeSub Report

Last Modified:

Screen View | Maih Menu: Welcome

Date Packaged: \

‘ @ Welcorne to the Center for Devices and Radiological Health (CDRH) Electronic Submissions (eSub) sofware.

‘ @ Updates o this software are automatic. These updates will occur, as available, ifyou are logged onto the internet at the time that the application is launched, ‘

and reduce lengthy review times

Thank you again for using our electronic product reporting software. We look forward to hearing from you soon,

Welcome to the CDRH Electronic Submissions Software (CeSub)

This software application is intended to automate the current paper subrnission process. This software containg a number of data capturing tools and helpful dialog hoxes to P r | m ar
reduce redundant responses for you, and to allow us to capture data in a more useful, structured format. These benefits will enable CDRH 1o improwve our rewiew process y

For your conwenience, an email account has been established to support any questions that you may have regarding the use of this software. Please email any gquestions or
comments to the CeBub team at: cdrhesub@cdrh.fda.gov. Please be sure to include your name, company name and contact information in the emsail

Work Area

What type of product is this submission referring to7?

“Outline View ﬁ

Figure 11: Parts of the Application Window

42 MENU BAR

The menu bar (see Figure 11) is a horizontal bar residing at the top of the application

window that contains various drop-down menus (listed below):

e File (see page 17)
e Edit (see page 21)
e View (see page 21)
e Output (see page 24)
e Tools (see page 25)
e Help (see page 32)

421 Menu Bar - File

The File menu primarily provides an interface for operations
that apply to a submission. Each command on the File menu
is described below:

New — Displays the New Submission dialog, which
allows a new (empty) submission to be created.

Open - Displays the Open Submission dialog box,

which allows an existing submission to be selected and
opened.

CeSub eSubmitter User Manual 17
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Close - Closes the submission that is currently open.

Save — Saves any changes within the open submission to permanent storage (e.g., to the
hard drive).

Note: When a submission is open, all of the information associated with the submission
is loaded into temporary memory. All data entry changes are recorded to this
temporary memory.

Save As - Displays the Save As Dialog box, which allows a new submission report
file to be created from the contents of the submission report file currently open (in other
words, all the data from the open report is copied to create the new report). The dialog
box displays areas for entering a submission name and comments. Remember that any
name can be assigned to a new submission report file, as long as it is unique to the
submission list and not blank.

Delete - Displays the Delete Submission Dialog box, which allows the opened
submission report file to be deleted. The dialog box displays basic information about the
submission for verification purposes.

Note: Once a submission is deleted, it is completely removed from the system. It is the
responsibility of the submitter to maintain a record of all submissions. Therefore,
verify that this submission was never transmitted to FDA or that it has been saved
elsewhere before proceeding with the deletion.

Preferences — Displays the User Preferences Dialog box, which allows you to turn
auto-save on or off, specify whether eSubmitter will open in the simple or expert layout,
and set up the application for use on a network. See Figure 12.

e Auto Save — When this option is enabled, eSubmitter automatically saves your
report while you work. You can also set the interval for how often you want to
save your report. At default, auto-save is automatically turned on, and set to save
files at 10 minute intervals.

User Preferences Dialog il

| Lavout | Networking |

Preferences related to the automation of saving data within a timed interval
Enable auto-save I
5 q > =]
* | Time interval between saves (minutes) 5=
Hext | OK | | Cancel | | Help |
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Figure 12: User Preferences Dialog Box

To change the auto-save option:
1. Click to select the enable auto-save checkbox (to turn auto save on) or click to
clear the checkbox (to turn auto-save off).
2. If you cleared the checkbox, go to step 3. If you selected the checkbox (as
shown in Figure 12),
In the time interval box:
- Enter the interval (in minutes) for often you want to save file.
OR
- Use the up and down arrows to select the interval.
3. If you want to change set the layout, click Next or the Layout tab. See the
description for Layout below.
OR
- If you are finished and satisfied with your changes, click OK to close the
User Preferences Dialog box.
OR
- Click CANCEL to close the User Preferences Dialog box without
making any changes.

e Layout —allows you to set whether you want eSubmitter to open reports in the
simple or expert layout when you start up the application. See Figure 13. At
default, eSubmitter opens reports in the simple layout. For more information on
the screen layouts, see the descriptions beginning on 21.

User Preferences Dialog 5'
Auto-Save  Layout | Networking |
Preferences related to the layoutiappearance of the application
Initial layout at startup Simple -
| Previous | | Next | | OK | | Cancel | | Help |

Figure 13: User Preferences Dialog Box, Layout Option

To change the layout when eSubmitter starts up:

1. Inthe initial layout box, click to select Simple or Expert.

2. If you want to change the settings for auto-save, click Previous or the Auto-
Save tab. See the description for Auto-Save on page 18.
OR
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- If you are finished and satisfied with your changes, click OK to close the
User Preferences Dialog box.

OR

- Click CANCEL to close the User Preferences Dialog box without
making any changes.

e Networking —allows you to set file locking when using the software on a
network. The application is primarily designed for use by one user at a time.
However in an effort to help support those that wish to run the application from a
network and want to prevent users from accidentally over-writing the work of
another, a simple file locking strategy has been incorporated. By enabling file
locking, a user will be warned if the file that they are attempting to open is
currently in use by another. See Figure 14. At default, eSubmitter opens without
file locking.

User Preferences Dialog il

Auto-Save | Layout Hetworking |

Preferences related to the networking of the application

@ The application is primarily designed foruse by ane user at a time.

Howeever, in an effort to help support those that wish to run the application
fram a netwark and want to prevent users from accidently owerwriting the
wiatk of another, we have incorporated a simple file locking strategy. By
enabling file locking a userwill be warned ifthe file that they are
attempting to open is currently in use hy another.

Enahle File Locking [

Previous | OK || Cancel || Help |

Figure 14: User Preferences Dialog Box, Networking Option

To enable file locking:

1. Click to select the Enable File Locking checkbox (to turn file locking on)
or click to clear the checkbox (to turn file locking off).

2. If you are finished and satisfied with your changes, click OK to close the
User Preferences Dialog box.
OR
- Click CANCEL to close the User Preferences Dialog box without

making any changes.

Exit — Exits the application software.
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422 Menu Bar - Edit

The Edit menu includes general purpose editing Edit | View Output Tools Help
commands, which are described below: & Process Screen Changes
Process Screen Changes — Processes your 2] Screen Undo

changes to screens without saving the report or M Cut Ctrl-
selecting another node. This option allows you to [ cony Ctil-C

see your changes quickly. | Paste Ctrl-v

Screen Undo - Refreshes the data in all the data entries displayed within the screen
area with their initial values before you made any changes.

Cut — Removes the selected text from within the data entry area that currently has the
focus, and transfers it to the system clipboard.

Copy — Copies the selected text from within the data entry area that currently has the
focus, and transfers it to the system clipboard.

Paste — Pastes the text from the system clipboard into the data entry area that currently
has the focus.

423 Menu Bar - View

The View menu includes general purpose View

commands for adjusting and moving around =

within the layout of the application window. Layout ’

Each command is described below: Tool Bar ¢
Go To Screen ]
Togygle Between Qutline and Screen  Cirl-T

Layout — Provides options for switching the orientation of the main workspace between

two distinct layouts: Simple or Expert. View |
Layout H ® [ Simple
Tool Bar H O [E Expert
e Simple layout — Displays the Go To Screen ’
Current data entry screen and Toggle Between Outline and Screen  Ctr-T

contains basic options for moving forward and backward through a report, one
screen at a time. A view of the overall report outline is provided on a secondary
screen.

This layout is most useful when stepping through the report sequentially and

when viewing the application through a lower resolution display (i.e., more area
can be dedicated to the data entry screen).
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Use the buttons on the Button Bar on the bottom of the screen to move through
the report or to display the outline. See Figure 15 for a Simple layout with a
Screen view. See Figure 16 for a Simple layout with an Outline view. Each time
that you start up the program, eSubmitter will open in a Simple layout with a
Screen view. You can change this setting so that eSubmitter opens in the Expert
layout, if you wish. For instructions, see Layout in the User Preferences Dialog
Box, beginning on page 19.

To switch between the screen view and the outline view, click the Outline and
Screen buttons, respectively.

CeSub Report Submitter =10 ﬁl

File Edit \iew OQuiput Tools Help
FEEEERRRAREN

Submission Name: MNewReport Last Modified:  02/25/2005 10:57:10 AM
Report Type: CeSub Repart Date Packaged:

Screen View | Main Menu: Welcome

@ ‘YWelcome fo the Center for Devices and Radiological Health (CDRH) Electronic Submissions (eSub) software.

Welcome to the CDRIH Flectronic Submissions Software (CeSub)

This software application is intended to automate the current paper subrnission process. This software containg a number of data
capturing tools and helpful dialog boxes to reduce redundant responses for you, and to allow us to capture data in a more useful,
structured format. These benefits will enable CORH to improwe our rewiew process and reduce lengthy review times

For your converience, an emafl accownt has been established to support any gquestions that you may bave regarding the uee of
thiz software. Please ernail any questions or coroments to the Ce3ub team at: cdrhesub@cdrh.fda.gov. Flease be sure to include
your narne, compary name and contact inforrmation in the ernail.

Thanl: you again for using our electronic product reporting software. We look forward to hearing from you soon

Button Bar

What type of product is this subimission referring 107 |4

[ -

T )|

4]

Figure 15: Simple Layout, Screen View
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CeSub Report Submitter

File Edit Wiew Output Tools Help

=lolx]

— — v = =
FE N EEEAEIFTF ES Y
Submission Name: MNewReport Last Modified:  02/25/2005 10:51:10 AM
Report Type: CeSub Report Date Packaged:

QOutline View ‘ Main Menu: Welcome

| @ Maih Menu |

7] Wielcome
1 Welcome (Cont)

Button Bar

CScicenview R select |

Figure 16: Simple Layout, Outline View

e Expert layout — Displays the overall report outline and current data entry screen
side-by-side. This layout is most useful when additional display area is available.
It also simplifies non-sequential movement through the report, such as updating
various sections after the initial data entry is complete. Figure 17 shows an

Expert Layout.

CeSub Report Submitter —[of x|

File Edit View Output Tools Help

— [ o= v = =
[FEE == TF Y FE TeiyY
Submission Name: MNewRepaort Last Modified:  02/25/2005 10:57:10 AM
Report Type: CeSub Report Date Packaged:
Outline ‘ Screen: Welcome

Outline Area 17 b Mo |

Wyelcome to the Center for Devices and Radiological Health (CDRH)
%) Welcome Electronic Submissions (e5ub) software

1 Welcome (Cont)

Welcome to the CDRH Electronic
Submissions Software (CeSub)

This software application is intended to automate the current paper subtnission
process. Thiz software contains a number of data capturing tools and helpful
dialog boxes to reduce redundant responses for you, and to allow us to capture
data in a more ugeful, structured format. These henefits will enable CDRH to
irmiprowe our review process and reduce lengthy review times.

For your convetdence, an email account has been established to support any
questions that you may have regarding the use of this sofiware. Please email
any questions or comuments to the CeBub team at: cdrhesubidedrh.fda.gov.
Please be sure to inclide your name, company name and contact information in
the email

Thanl you again for using owr electronic product reporting software. We look
forward to hearing from you soon.

[a]

A

Screen Area

Figure 17: Expert Layout
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Tool Bar — Provides options for hiding and Miow

Layout r

showing the tool bar, as well as, changing the TooiEa U v show root e
sizes of the images within the tool bar buttons Go To Screen MO smallicons
(i.e., Sma” or Iarge image5). Toggle Between Outline and Screen Ctl-T | ®  Large lcons
Go To Screen - Provides options for moving ‘il“mwm R

directly to the first screen within the report, as Tool Bar ,

well as the previous or next screen. Keyboard Go To Screen D] Home (First) cived
short-cuts for these options are also provided. Todglo Between Otine and Soreen £1:1 Brooss  cor
Toggle Between Outline and Screen — View

Switches the focus between the outline and the Layout »
screen. Since there is a keyboard short-cut, this Tool Bar 3
feature is most useful when attempting to Go To Screen v
quickly switch between the interface outline Toggle Between Outline and Screen Cirk-T

area and the screen area when using only the
keyboard. This command is used with the Simple layout.

4.2.4 Menu Bar - Output

The Output menu includes commands related to

the output of reports for submission information. Output

For complete information on getting a submission Missing Data Report...

ready to send to CDRH, see Completing a

Submission, beginning on page 67. Blank Report Form...
Submission Report...

Note: All report outputs are generated as HTML Submittal Letter...

and require an application capable of
viewing HTML output, such as a WEB
browser, the full version of Adobe Acrobat (not Acrobat Reader), or Microsoft
Word. When you select an item from the Output menu you will see a Report
Output Dialog box, which allows you to select your HTML viewer. For
additional information on the Report Output Dialog box and printing report
outputs, see page 72.

%% package Files for Submission...

Each command on the Output menu is described below:

Missing Data — Provides a list of required questions that you have not yet answered.
The list is provided in HTML format. You can save the report file at any time. However,
you will not be able to create a submission file to submit to CDRH until there is no
missing data. For complete information, see Completing a Submission, beginning on page
67.
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Blank Report Form — Views/prints a blank submission form in HTML.

Submission Report — Views/prints out the submission report with your entries in
HTML.

Submittal Letter — Provides a formatted cover letter in HTML for you to sign that
identifies your file and must be submitted along with the CD and any hardcopy of the
report (if required) to CDRH.

Package Files for Submission — Displays the Package Files for Submission
Dialog box, which creates all the files that are required for submitting a submission
report to CDRH. However, the submission data files will only be generated when no
required data is missing from the report. For complete information on packaging files for
a submission, see Completing a Submission, beginning on page 67.

425 Menu Bar - Tools

Each command on the Tools menu is described Tools

below: Establishment Address Book...
. ) Contact Address Book...

Establishment Address Book — Displays the =

Establishment List Dialog box, which provides e

the ability to maintain the addresses of the pertinent Assign Report ID...

manufacturing and corporate facilities associated
with your reports.

You only need to enter each company name and address once into the Establishment
Address Book, then select the appropriate entry in response to each question. If the
mailing address is the same as the physical address, the physical address can be copied
into the mailing address fields. If they are similar but not exactly the same, it can be
copied, and then edited. The Establishment Address Book will always be accessible for
future reports, and you can update it as needed. This should reduce confusing, misspelled,
and redundant entries. Figure 18 shows an example of an Establishment List Dialog
box containing an entry for an establishment.
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il K Establishment List Dialog x|

Select an establishment

Estahlishment Mame | Country | Ling 1
ABC Company (W3 1234 East Street

Yiew comiments on the selected establishment

Laser Manufacturer

| New.. | Edit. || Delete | . Close || Help |

Figure 18: Establishment List Dialog Box

The Establishment List Dialog box contains a list of all the available establishments
and a comments area for viewing the comments on the selected establishment. In
addition, if you scroll across the establishment list, you’ll see fields containing basic
identifier information about each establishment.

The options (New, Edit, Delete, Close, and Help) in this dialog box are described
below:

e New - Displays the New Establishment dialog which allows a new
establishment to be created. Figure 19 shows an example of this dialog box.
Enter information in the fields to identify a particular establishment.
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New Establishment Dialog x|

Establishment Identification | physical Location | Mailing Location |

Establishment Name ® |Smith Cumpan\d |

Divigion Mame [ |

FDA Establishment Reference Numbers

FDi& Establishrment Identifier (FET: 1
Central File Nurnber (CFI): 1
Registration Mumher: '7
CwhnernQOperatar Mumber: '7

Internet Home Page Address || ||

Establishment Comments

| OK || Cancel || Help |

Figure 19: New Establishment List Dialog Box
To enter address information:

= Click the Physical Location tab to enter address information for where
the establishment is physically located. See Figure 20.
x|

Establishment Identification = Physical Location iMaiIing Location |

Address
Country: ® United States of America ) Other (select below)
Address - Line 1: [45 Main Street |

Address - Line 2: [ |

City: |Anywhere |

State, Pravince, or Territary:

|Mary|and v|
Fost Office or Zip Code: ‘ 20401-
Phone Numbers
Telephone number: |(555) 555-5555 Ext: |
Fax number: o - |
| OK | | Cancel | | Help |

Figure 20: Editing the Physical Location Tab

= Click the Mailing Location tab to enter address information for the
mailing address of the establishment. See Figure 21.
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New Establishment Dialog x|

Establishment ldentification | Physical Location =~ Mailing Location |

Copy the physical location to the mailing location ‘ Copy Address ‘
Address
Country: (@ United States of America ) Other (select below)

Address - Line 1: | |

Address - Line 2: | |

City: | |
State, Province, ar Territary:

| x
FPost Office or Zip Code: ‘ -
Phone Humbers
Telephane number: =" |
Fax number: |(_)_-_ |

| 0K | | Cancel | | Help |

Figure 21: Editing the Mailing Location Tab

= Click Copy Address if the mailing address is the same as the physical
location of the establishment. The information is automatically copied into
the address fields. See Figure 22 for an example.

New Establishment Dialog |
Establishment Identification | Physical Location  Mailing Location |
Copy the physical location to the mailing location ‘ Copy Address ‘
Address
Courntry: (@ United States of America () Other (select below)
Address - Ling 1: [45 Main Strest |

Address - Line 2: [ |

City: |Anywhere |

State, Pravince, ar Territory:

|Mary1and '|
Fost Office or Zip Code: ‘ 20401-
Phone Numbers
Telephone number: |(555) f55-5555 Ext |
Fax number: o - |
| 0K | | Cancel | | Help |

Figure 22: Copying the Mailing Location Tab
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= When you are finished with the addresses, click OK to save your edits,
Cancel to ignore all edits, or Help to see help text. You return to the
Establishment List Dialog box.

e Edit — Displays the Edit Establishment Dialog box which allows the selected
establishment information to be changed. (You enter information in this dialog
box in the same manner as the New Establishment Dialog box.)

e Delete — Deletes the selected establishment from the list.
e Close - Closes the dialog box.
e Help - Displays the help window with help text.

Contact Address Book — Displays the Contact List Dialog box, which allows the
names and addresses of the pertinent people associated with the report to be maintained.
You need only to enter each person’'s name and contact information once into the
Contacts Address Book, and then you can select the appropriate individual in response to
each question. Existing Establishment addresses can be selected (from the Establishment
Address Book) for each contact. The Contact Address Book will be retained and
accessible for future reports, and you can update it as needed. This should reduce
confusing, misspelled, and redundant entries.

The Contact List Dialog box contains a list of all the available contacts and a
comments area for viewing the comments on the selected contact. In addition, if you
scroll across the contact list, you will see fields containing basic identifier information
about each contact. Figure 23 shows an example of a Contact List Dialog box
containing entries for contacts.

|~—F- Contact List Dialog il

Select a contact

Contact Mame | Occupation Title
Long, Laura A PresidentCECQ
Long, Lazarus Regulatory Affairs Manager

Wiew comments on the selected contact

| New... || Edit... || Delete | Close Help

Figure 23: Contact List Dialog Box
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The options provided in this dialog box are described below:

e New - Displays the New Contact Dialog box, which allows a new contact to
be created.

e Edit — Displays the Edit Contact Dialog box, which allows the selected contact
information to be changed.

e Delete — Deletes the selected contact from the list.
e Close - Closes the dialog box.
e Help - Displays the help window with this help text

Submission File List — Displays the File List Dialog box, which allows attached file
information to be entered once for a submission but reused across questions in the report.
For complete information on preparing a submission, see page 43. File attachments must
be in PDF.

Attaching PDF files requires software capable of viewing and/or printing PDF files (e.g.,
Adobe Acrobat). The first time a PDF file is attached, the software will prompt you to
locate the application within the system that will be used to view/print such files. (See
Figure 24.) Once identified, the software will no longer prompt for this information. For
information on setting up your PDF Viewer, see page 13.

x|

@ Repaors requite a PDF compatible viewer in order to be displayed and as of yvet no
& viewer (or an invalid viewer) has been specified

Specify a PDF viewer now?

For example, a typical location for the Adobe PDF viewer on a Windows machine
ig: 'Pragram Files\Adobe\Acrobat 4.0\Reader’

The typical executable file name is: AoroRd32.

Yes Ho

Figure 24: Confirmation Dialog Box

Note: The file list is specific to the report that is currently open.

The File List Dialog box manages the file attachment information related to the open
report. The dialog box contains a list of all the attached files that are currently available,
an area for general information on the selected file, and options for managing the list.
The file list displays the following for each:

o Descriptive title

e Physical file name

o Number of questions that currently reference the file as an attachment

o File date
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e Filesize
o Path to the file location

Figure 25 shows an example of a File List Dialog box with an attachment listed.

File List Dialog x|

File List

Title | Iame | Guestion
Labels for Laser ABC Labels pdf 0 S Add...

|4

JJ D
1 file in the list

General description of the selected file

Mew Label diagram

Figure 25: File List Dialog Box

The options provided in the dialog box are described below:

e Add - Displays the New File Dialog box, which allows a new file to be added
to the list of attachments.

e Edit — Displays the Edit File Dialog box, which allows the selected file title and
general description to be changed.

e Delete — Deletes the selected file from the list.

e View — Displays the selected file within the specified PDF viewer.
e Close - Closes the dialog box.

e Help - Displays the help window with this help text.

Assign Report ID- Allows you to enter an FDA-related identifier to a submission.

After you have sent the submission to the FDA for processing and have received an

acknowledgement, you can record the unique identifier assigned by CDRH (such as an

accession number). For complete information on preparing a submission, see page 43.
To enter a Report ID:

= Select Assign Report ID from Tools on the Menu bar. You see the
Assign Report ID dialog box as shown in Figure 26.

= Enter the unique identifier assigned by CDRH.
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= If you are satisfied with your entry, click OK. Or, click Cancel to close
the dialog box without making any changes.

Assign Report ID Dialog x|

After a report submission is received and processed you will receive an
acknowledgement with a unique report identifier. This identifier should be used
whenever referring to this submitted report.

Report Identifer: |—|

| 0K H Cancel || Help |

Figure 26: Assign Report ID Dialog Box

4.2.6 Menu Bar - Help

The Help menu provides access to help information: Help

Help Topics, View Application History Log, and i/ Help Topics F1

About. View Application History Log...
About...

Help Topics — Displays the Help window. The window
contains a tool bar, outline area, screen area, and a splitter bar, which are described as
follows and shown in Figure 27:

e Tool Bar - The tool bar provides options to move back and forth between topics
(similar to the history in a browser, the back and forth buttons move between
topics in the order they were viewed, not the order they appear within the outline),
print the screen area, and set up the printer.

e Outline Area - The outline area contains a table of contents that lists the help
topics.

e Screen Area - The screen area displays the help contents for the section selected
in the table of contents.

e Splitter Bar - The splitter is the vertical bar between the outline and screen areas.
By dragging the bar with the mouse left or right, you can control the proportion of
the window that is allocated to each of the areas. Each menu item within the Help
menu is identified and described on the next page:
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& CeSub Report Submitter - Help

=lolx]

|>> ela*—

=3 Table of Contents
D Introduction
D Getting Started
[ Interface
1 Preparing a submission

,—>

Outline Area

| Iy addition, the
subrmission that steps through
submission, entering submission information’
| changes, clasing and re-opening an existing submission, as
| completing 3 submission,

? Getting Started

When you have successfilly mstalled and opened the application, you

will be grested with a Welcome dialog, The Welcome dialog introduces

you to the application and it also provides basic instructions on how to
get started. After becoming familiar with the applications capabilities,

| the Welcome dialog can be set to no longer display at application startup
| by unchecking the "Show this screen at Starfup" within the dialog,

MNext the Open Beport Diata dislog is displayed. This dialog allows you

to select an existing submission or begin a new one. There's a sample

report provided to allow you to experiment with and learn to use the

provides a section on preparing a

ess of creating a newr
submission

Tool Bar

D

Screen Area

\

Splitter Bar

Figure 27: Help Window

View Application History Log — Displays the View Application
History/Updates Dialog box which provides a history of changes to eSubmitter
software. Changes are listed in reverse chronological order by version number. See

Figure 28.

Yiew Application History /Updates Dialog

Frovided below is a running history of all updates to the application software in reverse chronalogical
order by varsion numher.

Version 1.10 Updates

Enhancements

1. Enhancement Text
2. Enhancermnent Text
3. Enhancerment Text

Fixes

1. Fix Text
2. Fix Text
3. Fix Text

Version 1.00 (Initial Release)

Figure 28: View Application History/Updates Dialog Box

About - Displays the About dialog box which provides general information about the

application. See Figure 29.
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,_eE‘QEﬁitter CeSub Report Submitter (eSubmitter)

u Wersion: 7.70 Buiid 10

Food and Drug Administration (FDA)
Center for Devices and Radiolagical Health (CDRH)

Display Configuration...

Figure 29: CeSub About Dialog Box

4.3 TOOL BAR

The tool bar (Figure 30) is a row of buttons that are designed to provide quick access to
specific or commonly used commands and options. The tool bar is located below the

menu bar. The buttons on the tool bar are grouped by functionality and are described
below:

CeSub eSubmitter

—|=1x|
File Edit View Output Tools Help

PESIEEERAERIT Tool Bar

=
Submission Name: manualupdate Last Modified:
Report Type: CeSub Report

Date Packaged:

Screen View ‘ Main Menu: Welcome

‘ @ Welcome to the Center for Devices and Radiological Health (CDRH) Elestronic Submissions (eSub) software ‘

‘ ® Updates to this software are autornatic. These updates will occur, as avalable, fyou are logged onto the intemnet at the time that the application is launched ‘

Welcome to the CDRH FElectronic Submissions Software (CeSub)
This software application is intended to aulomats the current paper subrmission procsss. This software confains a number of data capturing tools and helpfil dislog boxes to

reduce redundant responses for you, and to allow us to capture data in a more useful, structured format. These benefits will enable CDRH to improve our review process
and reduce lengthy review times.

For your convenience, an etnail account has been established to support any guestions that you may have regarding the use of this software. Please email any questions or
comments to the CeSub team at: edrhesub@edrh.fia.gov. Please be sure to include your name, company name and contact information in the email

Thank you again for using our electronic product reporiing software. We look forward to hearing from you soon.

What type of product is this submission refening to?

y Outline View ﬁ

Figure 30: Tool Bar

File Options | 2 H

e New - Displays the New Submission dialog which allows a new (empty)
submission to be created.
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e Open - Displays the Open Submission dialog which allows an existing
submission to be selected and opened.

e Save - Saves any changes within the open submission to permanent storage (e.g.,
to the disk)

Layout Options  [F

e Simple — Selects the simple layout, which displays the current data entry screen
and contains basic options for moving forward/backward through the report one
screen at a time.

e Expert — Selects the expert layout, which contains the overall report outline and
current data entry screen side-by-side.

Edit Options | la | ) | & LE] L=l

e Process Screen Changes - Processes your changes to screens without saving the
report or selecting another node. This option allows you to see your changes
quickly.

e Screen Undo - Refreshes the data in all the data entries displayed within the
screen area (the area to the right of the report outline) with their initial values
before any changes were made.

e Cut - Removes the selected text from within the data entry area that currently has
the focus and transfers it to the system clipboard.

e Copy - Copies the selected text from within the data entry area that currently has
the focus and transfers it to the system clipboard.

e Paste - Pastes the text from the system clipboard into the data entry area that
currently has the focus.

Package Files for Submission ="

e Allows you to package your submission to send to CDRH after you have

completely answered all questions, and no data is missing. For complete
information, see Packaging Submission Files on page 70.

Help Options ‘E

e Help - Displays the Help window and help topics.
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44 PRIMARY WORK AREA

The primary work area is the section of the application window that is located between
the tool bar and the status bar. This area contains either the General Screen or the

Submission Display Screen.

The General Screen is displayed when no submission is currently open and contains
identification information about the application. See Figure 31.

=loix|

CeSub Report Submitter
File Edit View Output Tools Help

FEEEERE ETENSE

CeSub Report Submitter (eSubmitter)

Version: 140 Build 10

5,
' {;:) Primary

Lasubmiitter Work Area
"’(p.

‘ P
Center for D and Radldlogica\ Health

Electronic Su sion Software

Food and Drug Administration (FDA)
Center for Devices and Radiological Health (CORH)

Figure 31: Primary Work Area in a General Screen

The Submission Display Screen is shown when a submission is currently open and
contains identification information about the application. See Figure 32.

=131

Cesub Report Submitter
File Edit View Ouiput Tools Help

FEEREEINPRRRIE

Submission Name: NewReport
Report Type: CeSub Report

Last Modified:  02/25/2005 1005110 Ab
Date Packaged:

Main Menu: Welcome

Screen View

Yelcorne to the Center for Devices and Radiological Health (CORH) Electronic Submissions (eSub) software.

This software application is intended 10 autormate the current paper submission process. This software contains a mmber of data
capturing tools and helpful dislog bozes to reduce redundant responses for you, and to allow us to capture data in a more useful,
structured format. These benefits will enable CDRH to improve our review process and reduce lengthy review times,

Primary

Welcome to the CDRH Electronic Submissions Software (CeSub) &
Work Area

For your convenience, an email account has been established to support any questions that you may have regarding the use of
this software. Please ermail any gquestions or coraments to the CeSub team at: edrhesub@cdrh fda gov. Please be sure to inchide

your name, company name and contact information in the email

Thank you again for ueing our electronic product reporting software. We look forward to hearing from you soon.

What type of product is this submission referring to?

| M

| e

(el
|

Figure 32: Primary Work Area in a Submission Display Screen
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44.1 Layouts of a Primary Work Area in a Submission Display Screen

The Submission Display Screen is displayed in one of two layouts when a report is open.

Simple layout — separates the Submission Display Screen into three additional areas (as
shown in Figure 33):
e Header Area (located at the top)
e Outline Area or Screen Area (located in the middle)
e Button Bar (located at the bottom), which allows forward and backward
movement through the screens, as well as the ability to switch back and forth
between the outline or screen view.

CeSub Report Submitter - IEI Iil

File Edit View Output Tools Help
I EE NS NP A )

Submission Name: MNewReport Last Modified: 0X/25/200510:51:10 AM <
Report Type: CeSub Report Date Packaged:

Screen View | Main Menu: Welcome Header Area

YWelcame to the Center for Devices and Radiological Health (CDRH) Electronic Submissions {eSub) sofhware.

Welcome to the CDRH Flectronic Submissions Software (CeSub)

Thiz software application is intended to automate the current paper submission process. This software containg a number of data
Screen Area capturing tools and helpful dialog boxes to reduce redundant responses for you, and to allow us to capture data in a more wseful,
structured format. These benefits will enable CDRH to improve our review process and reduce lengthy review titnes.

For your conwendence, an email account has been established to support any questions that you may have regarding the use of
this software. Please email any questions or comments to the CeBub team at: edrhesub@cdrh.fda.gov. Please be sure to include
your name, company name and contact information in the email.

Thanlk ou again for using owr electronic product reporting software, We look forward to hearing frotn you soon.

Button Bar

K‘ What type of product is this submission referring to?

Ll

Figure 33: Primary Work Area, Simple Layout

CeSub eSubmitter User Manual 37 March 2006




Expert layout — separates the Submission Display Screen into four additional areas (as
shown in Figure 34):

e Header Area (located at the top)
e Outline Area (located at the left)
e Screen Area (located to the right)
e Splitter Bar (located between the outline and screen areas)
CeSub Report Submitter =|eg

File Edit View Output Tools Help

Yk B E Ve
= i [2 4] 3] |
L X
Header Area
[SuhmissiunName: MewReport Last Modified:  02/25/2005 10:51:10 Ak
_Repnrt Type: CeSub BEepor Date Packaged:
/V Outline | Screen: Welcome
@ Main Menu | 0 Wielcame to the Center for Devices and Radiological Health (CORH)
= 3 Electronic Submissions (eSub) software.
21 Welcome

1 Welcome (Cont)

Welcome to the CDRH Electronic
Submissions Software (CeSub)

This software application is intended to autormate the current paper subtnission

Outline process. This software contains a mumber of data capturing tools and helpfil
Area || | dialog boxes to reduce redundant responses for you, and to allow us to capture Screen
| | data in a more useful, structured format. These benefits will enable CDRH to Area

improve our review process and reduce lengthy review times.

For your conwendence, an ermail account has been established to support any
questions that you may have regarding the use of this software. Please ernail
any guestions or comments to the Celub team at; cdrhesub@cdrh.fda.gov.
Please be sure to include your name, company namne and contact information in
the ernail

Thank you again for using our electronic product reporting software, We look
forward to hearing frotn you soon.

[l

Splitter Bar

Figure 34: Primary Work Area, Expert Layout
4.4.2 Parts of the Primary Work Area

The different parts of the Primary Work Area are defined as follows:

Header Area - Displays the following general information about the open submission
(see Figure 33 and Figure 34):

e Submission Name — is the name that you created for the report.
e Report Type — will always be CeSub Report.

e Last Modified - represents the date and time the submission information was last
saved to the disk file. The date and time are automatically updated after each save.

e Packaged Date - represents the date and time the submission files were generated
for transfer to CDRH. The date and time are automatically set after the files are
packaged for submission to CDRH.
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Outline Area/View — Displays tabs that organize the report into sections (see Figure 35
and Figure 36):

Each tab within the outline has an image to the left of its descriptive text. This image
depicts which tab contains the section that is currently displayed within the screen area
(i.e., the tab with the highlighted green image).

Each section within the outline contains a folder image to the left of the section text. This
folder image depicts the status of required information that is missing from within the
question responses of the section. For example:

e Green check mark indicates no required information is missing.
e Blue question mark indicates at least one item of required information is

missing.
¢ No mark indicates that the section does not contain any required questions.

When in the Expert layout, activating a section within the outline area (by double-
clicking or pressing the Enter key) will load the screen area to the right with the
appropriate questions and responses associated with that section of the report. (See

Figure 35.)

Outline
Area

CeSub eSubmitter User Manual

CeSub Report Submitter -0 il
File Edit View Output Tools Help
== L = 2
N EERE=ERE I E R
Submission Name: NewReport Last Modified:  02/25/2005 11:32:22 AM Tab cu rrently
Report Type: Cesub Repart Date P d|sp|ayed
T
Outline | Screen: Product Type Reported
SMainMenu | D eRadHeatth Menu W) | |yt roduct type is being reported? ® | =
@ Manufacturer Data @ Product Data ] 3
1 Product and Maodel Identification E | h
2 Product Type Repaorted g
2] Submission Information Each productthat CORH regulates is assigned a product code by
B ] Special Considerations ] CDRH.
21 Moncompliances or Defects H N B N
2] Responses o Noncompliances or Defects|| | | ¥/aL 1S he product code? ifyou know the three lefter code, enter itin the
P E e e s | | space provided. ifyou do not,
= 3 d | | - Click the filter search icon (next to the trash can). You will see a product code
| Yariance Reguests | | fiter dialog box.
21 Responses to Comeunications fram FDA |1 | - Enter a keyword to search the database. You will be provided a list of praduct
2] Use Environment || | eodes frorn which to choose.
(2] New Technology | | - Selectthe best match to your product. The remaining fields will be filled in for
] Additional Information || youwhen you select your product code.
e P‘rwale Labeling i | Product Code ’7 ” i “ 58
] Private Labeling-Table ]
¥ Medical Devices :| | Product Code Name
| | Device Class 1
|| classification Panel |
i |1 | CF R Section =
Figure 35: Outline Area in the Expert Layout
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When in the Simple layout, activating a section within the outline view (by double-
clicking a section or by selecting the section, then pressing the Select button) will load
the screen view with appropriate questions and responses associated with that section of
the report. See Figure 36 for an example.

CeSub Report Submitter -0 il

File Edit View Output Tools Help

FEETEEREERREN

Submission Name: MNewReport Last Modified: 02252005 11:42:22 AM
Report Type: CeSub Report Date Packaged:

Outline View | Product Data: Product Type Reported

@ MainMenu | & eRadHealth Menu | @ Manufacturer Data @ Product Data

1 Praduct and Model Identification Double-click
#] Product Type Reported 4
21 Submission Information OR
Bl ) Special Considerations
%) Moncompliances or Defecls 1 SeleCt then
(] Responses to Moncompliances or Defects 2. Click

(2] Exemption Reguests
Outline ] Variance Reguests
(2] Responses to Communications from FDA
2] Use Enviranment
%1 Mew Technalogy
] Additinnal Information
Bl #] Private Labeling
' |Private Labeling-Takle:
] Medical Devices

(GEmD)

Figure 36: Outline View in the Simple Layout

Screen Area/View — displays the questions and responses associated with the selected
section in the outline area. There is complete flexibility in maneuvering through the
screen area. However, questions should be answered in order. Responses to some
questions will determine whether further questions are required or even applicable, which
means they may become disabled.

Some questions within the screen area may be required in order for the report to be
considered complete. These questions are designated with a blue dot to the right of the
question text. A complete list of required information that is currently missing from the
report can be accessed by selecting the Identify Missing Data option on the Output
menu. (For complete information about this option, see pages 24 and 67.)

See Figure 37 and Figure 38 for examples of screens in the Expert Layout and Simple
Layout, respectively.

When in the Simple layout, you can click the arrow buttons (at the bottom of the

window) to advance to the next screen in the report or return to the previous screen.
Clicking the Outline View button will switch to the Outline View. See Figure 38.
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Click to return to
previous, or click
to advance to
next screen

EJ cesub Report Submitter

File Edit View Output Tools Help

MEITNE

Blalxala v

4] Product Type Reported
(#] Submissian Infarmation
] Special Cansiderations
2] Moncompliances or Defects
[?] Responses to Mancompliances or Defacts
(2] Exemption Requests
] Wariance Requests
21 Responses to Communications from FDA
(%] Use Erwiranment
3] Mew Technaology
] Additional Informatian
B (%] Private Labeling
] Private Laheling-Tahle
] Medical Devices

Y

Submission Name: MNewReport Last Modified: 02/25/2005 11:42:22 AM
Report Type: CeSub Repart Date Packaged:
QOutline | Screen: Product Type Reported
_ -
@ Main Menu | @ eRadHealth Menu | What product type is being reparted? ® | =
& Manufacturer Data @ ProductData |
" Product and Model Identification | v |

Each product that CORH regulates s assigned a product code by
CDRH.

3

What is the product code? |fyou know the three letter code, enter itin the
space provided. [fyou do not,

- Click the filter search icon (nextto the trash can). You will see a product code
filter dialog box.

- Enter a keyword to search the database. You will be pravided a list of product
codes from which to choose.

- Belectthe best match to your product. The remaining fields will be filled in far
vouwhen you select your product code.

Product Code

I— =

Product Code Mame

Device Class

Classification Panel

C.F.R. Section

Screen
Area

KX

Figure 37:

File Edit View OQutput Tools Help

Screen Area in the Expert Layout

g CeSub Report Submitter

I

b |E

Blalxlalo]e

Submission Name: MNewReport
Report Type: CeSub Report

Last Modified:
Date Packaged:

0272672006 11:42:22 AM

Screen View

Product Data: Product Type Reported

Vhat praduct type is being reported?

@ Each productthat CORH regulates is assigned a product code by CORH.

Vhatis the product code? Ifyou know the three lefier code, enter itin the space provided. [fyou do not,

- Click the filter search icon (nextto the trash can). You will see a product code filter dialog box.

- Enter a keyword to search the database. You will be provided 3 list of product codes from which to choose.

- Select the best match to your product. The remaining fields will be filled in for you when you select your product code

Produst Code [

o

=N

Praduct Code Name

Device Class

Click to

Classification Panel

switch to

CFR. Section

I

Outline View

ol

& ——

" Outline View ﬁ

Figure 38: Screen View in the Simple Layout

CeSub eSubmitter User Manual

41

March 2006




Splitter Bar — Is the vertical bar between the outline and screens areas in the Expert
layout, as shown in Figure 39. By dragging the bar with the mouse to the left or right you
can control the proportion of the window that is allocated to each of the areas. Adjusting
this bar may be necessary on smaller monitors in order to improve readability of the text.

See Figure 39.

CeSub Report Submitter

File Edit Yiew Output Tools Help

D) W)

=lojx]|

Last Modified: 02252005 11:42:22 Am

Date Packaged:

;| Screen: Welcome

FEEE=EEFAE
Submission Name: MewReport

Report Type: CeSub Report

Outline |

@ Main Menu |

2] Wielcome

_1'Welcome (Cant)

Splitter Bar

v

| | This software application is intended to awtomate the current paper

| | subrmission process. This software contains a number of data capturing

| | tools and helpfil dialog boxes to reduce redundant responses for you, and
!| | to allow us to capture data in a more useful, structured format. These
benefits will enable CDRH to improve our review process and reduce

| | lengthy review times

|| For your convenience, an email account has heen established to support
: any gquestions that you may have regarding the use of this software

‘| | Please email any questions or comments o the CeSub team at:
cdrhesub@cdrh.fda.gov. Please be sure to include your name, compary
‘| | name and contact information in the email

{| | Thank you again for using our electronic product reporting software. We
| | look forward to hearng from you soon.

What type of product is this submission referring to? *
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5. PREPARING A SUBMISSION

5.1 CREATING A NEW SUBMISSION

This section provides an overview of creating a new submission report.

Note: Before proceeding, make sure you have already reviewed the Introduction,
Getting Started, and Interface sections of this user manual. These sections
provide valuable information that is necessary in order to follow and understand
the instructions in this section.

There are two methods for creating a new submission report: starting from scratch with a
completely blank report or copying an existing report and making the required changes.
The purpose for copying an existing report would be to save time because many of the
responses are the same. This might be the case if you have an existing report from the
same model family or you are submitting a report supplement. The steps involved for
both of these methods are provided below.

To create a new blank submission report from scratch:
1. The CeSub eSubmitter application should be open on your computer desktop.
If it is open, and you see the General Screen, go to step 2. If the application is not
open:
e Click Start, and select Programs > CeSub Report Submitter >
eSubmission.
You will see the Welcome dialog box (unless it is set to no longer display,
see page 8).
e When you are finished reading the Welcome dialog box, click Close.
You see the Open Report Data Dialog box.
e Click New Report Data.
e Gotostep 3.

2. Click File > New. (Or, click the New report icon L1 on the Tool Bar.)
3. You see the New Report Data Dialog box. An example is shown in Figure 40.
Complete the fields on this dialog box as follows:

e Report type — The entry is CeSub Report. Do not change this entry.
(Required Entry, as indicated by the blue dot.)

e Descriptive name — Enter any descriptive name, as long as it is unique to
the submission list and not blank. Use a name that distinctly identifies the
report to you. (Required Entry, as indicated by the blue dot.)

e File name — Enter a valid name for the submission data. Use alphanumeric
characters. (Required Entry, as indicated by the blue dot.) File names should
not contain more than 250 characters. Do not use symbols when naming
the files. For example, do not use slashes (/) (\), tildes (~), asterisks (*),
periods (.), brackets [ ], single quotation marks (*), double quotation marks (*)
or parentheses ().

e Provide additional comments... — Enter any additional information about
this report (Optional Entry).
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New Report Data Dialog il

Reporttype @ | [Cesub Report |

Descriptive name @ || |

File narne (aly @ || |

Frovide additional comments about this report data, as appropriate.

‘ OK || Cancel || Help |

Figure 40: New Report Data Dialog Box

4. When you are finished entering all information in the fields, click OK.

The first screen of your new blank submission report is displayed. See Figure 44.
CeSub Report Submitter ;IQILI
File Edit View Output Tools Help

MEEMEERFIRIEREE

Submission Name: NewRepor Last Modified: 027252005 06:09:17 P
Report Type: CeSub Report Date Packaged:

Screen View | Main Menu: Welcome

Welcome to the Center for Devices and Radiological Health (CDRH) Electronic Submissions (eSub) software

Welcome to the CDRH Electronic Submissions Software (CeSub)

This software application iz ittended 1o automate the current paper submission process. This software containg a number of data
capturing tools and helpful dialog boxes to reduce redundant responses for you, and to allow us to capture data in a more usefil,
structured format. These benefits will enable CDRH to improve our review process and reduce lengthy review times

For your convenience, an email account has been established to support any questions that you may have regarding the vse of
this sofiware. Please email any questions or comments to the CeSub team at: cdrhesubi@edrh.fda.gov. Flease be sure to include
Four name, company name and contact information in the email.

Thank you again for using our electronic product reporting software. We look forward to hearing from you soon.

Drop-Down List

What type of product is this submission referring to? i YNE
|

4|

[oumevon 3 > )

Figure 41: First Screen in a Report

5. On this screen:
e Click the drop-down menu, and select one of the following: In Vitro Diagnhostic
Device, Radiation Emitting Product, or Other.
e If you are in the simple layout (as shown in Figure 44), click next arrow button.
If you are in the expert layout, click the Welcome (Cont.) node.
6. You are now ready to change the responses in this submission, go to Entering
Submission Information, beginning on page 48.
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To copy an existing report to create a new submission report:
1. The CeSub eSubmitter application should be open on your computer desktop.
If it is open, and you see the General Screen, go to step 2. If the application is not
open:
e Click Start, and select Programs > CeSub Report Submitter >
eSubmission.
You will see the Welcome dialog box (unless it is set to no longer display,
see page 8).
e When you are finished reading the Welcome dialog box, click Close.
You see the Open Report Data Dialog box.
e Gotostep 2.

2. Click File > Open. (Or, click the Open report icon E on the Tool Bar.)
3. You see the Open Report Data Dialog box, an example is shown in Figure 42.
X

Select report data

Subrission Repart Marme | File Marne | Last
QWD Training Submission samplexml Ogi2rr2004 0
startupmenu startupmenu.xml

Yiew comments on the selected report data

| Hew Report Data... || Edit Hame/Comments... | | Open || Cancel || Help |

Figure 42: Open Report Data Dialog Box

e Click to select the existing submission report to be used as a template, and
click Open.
The submission report is displayed on your computer.

4. Click File > Save As.

You see the Save Submission As Dialog box. An example is shown in Figure
43.
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Save Submission As Dialog x|

Reporttype @ | [Cesub Repart |

Descriptive name L] | |

File name {xmly L4 | |

Frovide additional comments about this repart data, as appropriate

| OK H Cancel H Help |

Figure 43: Save Submission As Dialog Box

5. Complete the fields on this dialog box as follows:

e Report type — The entry is CeSub Report. Do not change this entry.
(Required Entry, as indicated by the blue dot.)

e Descriptive name — Enter any descriptive name, as long as it is unique to
the submission list and not blank. Use a name that distinctly identifies the
report to you. (Required Entry, as indicated by the blue dot.)

e File name - Enter a valid name for the submission data. Use alphanumeric
characters. (Required Entry, as indicated by the blue dot.)

e Provide additional comments... — Enter any additional information about
this report (Optional Entry).

6. When you are finished entering all information in the fields, click OK.
The first screen of your new submission report is displayed. See Figure 44.
CeSub Report Submitter ol x|

File Edit View Output Tools Help
MEEEERPRREIR]

Submission Name: NewRepor Last Modified: 027252005 06:09:17 P
Report Type: CeSub Report Date Packaged:

Screen View | Main Menu: Welcome

Welcome to the Center for Devices and Radiological Health (CDRH) Electronic Submissions (eSub) software

Welcome to the CDRH Electronic Submissions Software (CeSub)

This software application iz ittended 1o automate the current paper submission process. This software containg a number of data
capturing tools and helpful dialog boxes to reduce redundant responses for you, and to allow us to capture data in a more usefil,
structured format. These benefits will enable CDRH to improve our review process and reduce lengthy review times

For your convenience, an email account has been established to support any questions that you may have regarding the vse of
this sofiware. Please email any questions or comments to the CeSub team at: cdrhesubi@edrh.fda.gov. Flease be sure to include
Four name, company name and contact information in the email.

Thank you again for using our electronic product reporting software. We look forward to hearing from you soon.

Drop-Down List

What type of product is this submission referring to? i YNE
|

4|

Figure 44: First Screen in a Report

CeSub eSubmitter User Manual 46 March 2006




7. Since you copied an existing submission, it already has many or all questions
answered. You now have the opportunity to go through and change responses for this
new submission. (Creating a new submission in this manner is handy if you are
creating a supplemental report or creating a report for a product in an existing product
family.) On this screen:

e Click the drop-down menu, and select one of the following: In Vitro Diagnostic
Device, Radiation Emitting Product, or Other.

e If you are in the simple layout (as shown in Figure 44), click next arrow button.
If you are in the expert layout, click the Welcome (Cont.) node.

8. You are now ready to change the responses in this submission, go to Entering
Submission Information, beginning on page 48.
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5.2 ENTERING SUBMISSION INFORMATION

Entering information for a submission requires stepping through the report and answering
questions. If you use the simple layout, you progress through the report screen by screen,
ensuring that you have filled in all appropriate responses. If you use the expert layout,
you progress through the report outline sections, activate each section to load the section
questions and responses, and ensure that you have filled in all appropriate responses.

For additional information on the simple and expert layouts, see the Primary Work Area,
beginning on page 36. You should follow the order of the sections as they are listed in
the outline, the order has been set up to represent the most logical progression through the
report.

5.2.1 Question Types

The CeSub eSubmitter application uses several different types of questions to capture all
the information that is required for a specific report. The response that you enter depends
on the type of question used in your particular report. For example, to answer a specific
question, you may be required to select a response from a drop-down box, type in text,
attach a separate PDF file, select a check box, or provide contact information.

This section describes each of the different question types and includes examples of their
respective responses.

Note: You may not see all of these types of questions in one particular report. The
purpose of this section is to provide a brief overview of all of the different
question types that are used in the eSubmitter software.

Address - This question type requires that you enter the address and phone numbers of
your establishment. You enter the information in text boxes and make selections using
drop-down menus and clicking option buttons. An example is shown in Figure 45. Other
types of address questions are Establishment and Contact. See pages 50 and 51,
respectively.
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Click to display

Enteryour address and phone number in the spaces provided helow:

Option Buttons

Address

)

Country: L @ United States of America () Other (select below)
Establishment Mame | |
Division Name: [ 4+—H
Address - Line 1: [ |
Address - Line 2: [ |
City: [ |
Drop-Down Menu State, Pravince, or Territory:

! > -

Past Office or Zip Code: |’j

Phone Numbers

Telephone number:

[ ="

Fax number.

o -

Figure 45: Example of an Address Question

Text Box

Check Box — This question type requires that you click on the box to select or clear the
check mark to answer a question. See the example in Figure 46.

Compliance with the limits of 21 CFR would restrict the intended use of the
product because compliance would limit the output power to the extent that the
desired effects would not be sufficiently visible.

Figure 46: Example of Question with a Check Box

Contact (Simple) — This question type requires that you type contact information (first
name, last name, etc.) in text boxes. Entries may or may not be required. Figure 47
shows an example of a simple contact question with the first name and last name as
required entries (as indicated by the blue dots). Entries in a simple contact question are
saved with a specific submission but will not be captured in the Establishment or Contact
Address Book. (See descriptions of Establishment and Contact questions on pages 50
and 51, respectively). For more information about Establishment Address Books, see

page 25.)

Enter your contact information in the spaces provided below;

Contact

Title (Mr., Ms., Dr):

FirstiGiven Mame:

Middle Initial:

Last Marme:

Qucupation Title:

CeSub eSubmitter User Manual

Email Address:

Figure 47: Example of a Simple Contact Question
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Contact (Multi-Part) — This question types contains various areas that you need to
complete (indicated by the tabs: Establishment Identification, Physical Location, and
Mailing Location). For this question type, you may enter contact information (first name,
last name, etc.) directly into text boxes, or you may copy this information from the
Contact Address Book. When you enter the information directly (without using the
Contact Address Book), the contact information is only saved for the submission.
Copying the information from the Contact Address Book saves time for data entry
because the information is automatically copied into the question. Information in the
Establishment and Contact Address Books requires that you only enter the data once and
reuse it across multiple submissions.

Figure 48 shows an example of a multi-part contact question.

To copy information from the Contact Address Book into the contact question:

1. Click the Copy button in the question.

2. Click to highlight and select the desired contact.

3. Click Select. The contact information is automatically populated in the different
entry areas.

4. If the information is not exactly the same, you can edit the information after you have
copied it.

5. To see the other information, click the desired tab. If you copied the contact
information from the Contact Address Book, the information for these tabs will be
completed as well.

Enteryour contact information in the spaces below: Copy Contact...
Contact Identification | Establishment Identification | Physical Location | Mailing Location | < Tabs
Contact
Title (Mr., Ms., Dr); | |
FirstiGiven Name: | |
Middle Initial: | |
Last Mame: | |
QOccupation Title: | |
Email Address: | |

Figure 48: Example of a Multi-Part Contact Question

(See a description of an establishment question on page 51. For more information about
Establishment Address Books, see page 25.)

Drop-Down Menu — This question types requires that you select a response from a list
of entries that appear after you click the box with the down arrow (¥). Figure 49 shows
an example of a question with a drop-down menu.
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What type of product is this submission referring ta? L

In Vitro Diagnostic Device
Radiation Emitting Product
Other ...

Figure 49: Example of Question with a Drop-Down Menu

Establishment — This question types contains various areas that you need to complete
(indicated by the tabs: Physical Location and Mailing Location). For this question type,
you may enter contact information (establishment name, etc.) directly into text boxes, or
you may copy this information from the Establishment Address Book. When you enter
the information directly (without using the Establishment Address Book), the
establishment information is only saved for the submission. Copying the information
from the Address Book saves time for data entry because the information is automatically
copied into the question. Information in the Establishment and Contact Address Books
requires that you only enter the data once and reuse it across multiple submissions.
Figure 50 shows an example of an establishment question.

To copy information from the Establishment Address Book into the establishment

guestion:

1. Click the Copy button in the question.

2. Click to highlight and select the desired contact.

3. Click Select. The contact information is automatically populated in the different
entry areas.

4. 1f the information is not exactly the same, you can edit the information after you have
copied it.

5. To see the other information, click the desired tab. If you copied the contact
information from the Contact Address Book, the information for these tabs will be
completed as well.
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Copy fratn the establishment address book Copy Establishment... |

Estahlishment ldentification | Physical Location | Mailing Location |

Establishment Mame ° | |

Division Mame | |

FDA Establishment Reference Humbers

FDA Establishment [dentifier (FE): é
Central File Mumber (CEM): %
Registration Mumber: é
OwnerfOperator Mumber: ;

Internet Home Page Address || ||

Figure 50: Example of an Establishment Question

(See a description of a contact questions on page 51. For more information about
Establishment Address Books, see page 25.)

File Attachment — This question type allows you to attach a PDF file as a response.
The question may contain a text editor that allows or requires you to type additional
information. In addition, this editor may be an HTML Editor which allows you to format
what you type (bold, underline), run spell check or insert a table. You may use this area
to provide descriptive information or clarification, such as “see page 15 of the attached
user manual.” You may be required to enter the attachment or the descriptive text.

Attaching PDF files requires software capable of viewing and/or printing PDF files (e.g.,
Adobe Acrobat). The first time a PDF file is attached, the software will prompt you to
locate the application within the system that will be used to view/print such files. (See
Figure 51.) Once identified, the software will no longer prompt for this information. For
information on setting up your PDF Viewer, see page 13. Figure 52 shows an example
of an attachment question with a response entered.

x|

@ Repors require a PDF compatible viewer in order ta be displayed and as ofyetno
& viewar (or an invalid viewer) has been specified

Specify a POF viewer now?

For example, a typical location for the Adobe POF viewer on a Windows machine
is: ‘Program Files\tdobe\Acrobat 4. MR eader’

The typical executable file name is: AcroRd32.

lfes No

Figure 51: Confirmation Dialog Box
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Note: You may only attach files that are PDFs; no other formats (such as Microsoft
Word or Excel) are acceptable. File names should not contain more than 250
characters. Do not use symbols when naming the files for attachments. For
example, do not use slashes (/) (\), tildes (~), asterisks (*), periods (.), brackets [
], single quotation marks (“), double quotation marks (*) or parentheses (). Once

the file is attached to a question, it can be selected as an attachment to other
questions, if appropriate.

File Folder Icon

Provide supporting details and an attachment, if neces sary,

Location of File

File

[ || | || @," |||Artachmem1 (C\Documents and Settings\515289\Deskiopisampleattachmentsitestattach. pef

Attachment

<+

Details

Text Editor

pogam___~| |41, [@B2][7]a8]0]

<

)

This file describes the ]abel.|

T

Indilates Rich
Text Fditor

1. Click the file folder icon to select the desired PDF file.

Figure 52: Example of an Attachment Question

To attach a PDF file to an attachment question:

You see a File List Dialog box.
2. Click to select the desired file (if it is listed).

OR

Click Add to place another file in the list. You see a New File Dialog box. An
example is shown below.

New File Dialog

Select a File

x|

Mame

Date

e

Path |
|

|

Size

Descriptive title

General description

| OK H Cancel || Help |

Figure 53: Example of a New File Dialog Box

. E: . .
e Click the open folder |-_==_| button. You will see a Select File dialog box. An
example is shown in Figure 54.
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x|
Look In: |IjeSuh_Tes‘t v ‘ @ @ @ @@

I data

= JExpress
jvm

I manual
CJ META-INF
T output

File Hame: | |

Files of Type: | Adobe Acrobat Files - |

Figure 54: Example of a Select File Dialog Box

e Click in Look In to locate the drive, such as Local Disk (C:), or folder where the
PDF is stored.

e When you locate the desired PDF, click to select it (highlight). The name of the
file appears in File Name. An example is shown below.

x
Look In: |ﬁ Submission Attachments > (=) [t =) [Baa]
[ 1abels.puf
File Name:  [labels.pof |
Files of Type: | Adobe Acrobat Files M

| select || cancel |

Figure 55: Example of a Selecting the Desired PDF

e Click Select. The Select File dialog box closes, and you return to New File
Dialog box.

e Enter atitle in Descriptive title (required entry) and a description in General
description, if desired.

e Click OK. You return to the File List Dialog box. The PDF that you just added
is automatically selected (highlighted).

3. Click Select.
You see the path (location) of the file on the network drive or hard drive of your
computer appear in the file attachment question.

Multiple File Attachments — This question type allows you to attach multiple PDF

files as a response. Figure 56 shows an example of an attachment question with a file
attachment included.
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Attaching PDF files requires software capable of viewing and/or printing PDF files (e.qg.,
Adobe Acrobat). The first time a PDF file is attached, the software will prompt you to
locate the application within the system that will be used to view/print such files. (See
Figure 51 for an example.) Once identified, the software will no longer prompt for this
information. For information on setting up your PDF Viewer, see page 13.

Note: You may only attach files that are PDFs, no other file formats (such as Microsoft
Word or Excel) are acceptable. Files may be used in more than one question.
File names should not contain more than 250 characters. Do not use symbols
when naming the files for attachments. For example, do not use slashes (/) (\),
tildes (~), asterisks (*), periods (.), brackets [ ], single quotation marks (*), double
quotation marks (*“) or parentheses ().

If additional information is required, attach file.

| Add... || Delete || View... | 1 tern

Title | MName | Date | Size
Attachment testattach.pdf 0811772004 02:40:28 PM 2KB

S?roll Bar

Figure 56: Example of a Multiple Attachment Question

To attach a PDF file to an attachment question:
1. Click Add.
You see a File List Dialog box.
2. Click to select the desired file (if it is listed).
OR
Click Add to place another file in the list.
3. Click Select.
You see information about the file appear.
To see additional information, use the scroll bar.
Click Add and repeat steps 2 and 3 to add another file attachment.
Repeat step 5 for each file that you wish to add.
OR
Click Delete to remove a file from the attachment question.
OR
Click View to see a PDF file in the list of files.

ISR A

Guidance Documents — This question type allows you to select the guidance
documents that you used to prepare your submission, as well as provides space for you to
add supporting text if necessary. Figure 57 shows an example of a guidance document
question.
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Text Area

Please enter all referenced Guidance Documents.

v

4

| add.. | 0 iterns in the list
Diocument Title | Offic

4

Figure 57: Example of a Guidance Document Question

To select a Guidance Document:

1.

2.

Click Add.

You see a Guidance Document Filter Dialog box.

On this dialog box, you have several options for searching for a particular guidance

document:

e Inthe Title text box, you can type the title of the desired document (if you know
what it is).

e If you do not know the title of the document, select the applicable office from the
Office list box.

e On the Division list box, select the desired Division.

e Click Clear Filter to delete your selections and begin a new search.

Depending on which method you used, one or more guidance documents will appear in
the Guidance Documents matching the specified filter criteria area of the screen.
Figure 58 shows an example when CDRH is selected for the Office list box.

3.
4.

5.

Use the scroll bar to see information about the found guidance documents.

If you are connected to the Internet and have Adobe Acrobat installed, click to select

a desired document, and click View Guidance to see the selection.

To move a guidance document to Guidance Documents currently selected

area of the screen:

e Click to select (highlight) a particular guidance document.

e Click Select. The selected document appears in Guidance Documents
currently selected area of the screen.

e Repeat the above two items for each desired guidance document. Figure 58
shows an example of one selected document.

e Click Delete to remove a guidance document from your selection.

Click OK when you have made your selections.

You return to the guidance document question with your selection appearing. Figure

59 shows an example of a guidance document question containing a response.
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@ Guidance Document Filter Dialog ll

Provide Guidance Document filtter criteria (keywords)

. | Title [ | ‘ Office ‘ CDRH - ‘ Division ‘ -
Guidance Documents matching the specified filter criteria ‘ View Guidance...

Title | Office | Division |

Implementation of the Inspection by Accredited Persons Program Under The Medical Device User  CDORH hitp:ifveeenne fda govice =
Fee and Modernization Act of 2002; Accreditation Criteria: Guidance for Industry, FDA Staff, and g;
Draft Guidance for Industry and FDA Staff - Use of Symbols on Labels and in Labeling of In Vitro CODRH hitp:iiveean fda govicd gE
Diagnoslic Devices Intended for Professional Use '
Bundling Multiple Devices or Multiple Indications in a Single Submission - Guidance for Industry CORH hitp:innnne fla. gowlc o EQ
and FDA Staff
UserFees and Refunds for Premarket Approval Applications - Guidance for Industry and FOA Staff | CORH hitp:nnne fla. gowlc g

6 Guidance Documents in the filtered list

D its currently selected View Guidance...

Title: | Office | Division |
Implementation of the Inspection by Accredited Persons Program Under The Medical Device User  CODRH hittpeifanana g gowice =
Fee and Modernization Act of 2002; Accreditation Criteria: Guidance for Industry, FDA Staff, and

-

[»]

1 Guidance Document in the selected list.

Clear Fitter H Select || Delete | | oK || Cancel || Help |

Figure 58: Example of the Guidance Document Filter Dialog Box

Please enter all referenced Guidance Documents.

-

. Add.| | Delete | View.. 1 itern in the list
Docurmnent Title | (Oifig

Bundling Multiple Devices or Multiple Indications in a Single Submission - Guidance for Industry CDR =|

anhd FDA Staff

Figure 59: Example of a Guidance Document Question with Response

List Item — This question type allows you to select an item from a list of options. Figure
60 shows an example of a list item question.

Production Status (Click on the right button and select the statement that applies to your firm and take the
indicated action)

Idertifier | |H L) ” D |

MName

Figure 60: Example of a List Item Question
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To access the list of available options:
&

1. Click the (Change Table) button.
You see a Selections List Dialog box. An example is shown below:
x|
Select an item from within the list
|dentifier | kame |
Froducts manufactured Products were manufactured during this period and the firm is -

this period and firm active. still in husiness, Complete and submit this entire report.

Mo products manufactured Mo products were manufactured during this period but the firm is
this period but will. still in husiness and expects to manufacture in the future.
Camplete Sections 1,2, and A.

Mo products manufactured | Mo products were manufactured during this period and the firm
and none expected. is now out of business.Complete Sections 1,2, and 6.

Products manufactured but | Products were manufactured during this period but the firm is
firm is now closed. now out of business. Complete and submit this entire report.

4

4 jtems in the list.

| Select || Cancel || Help |

Figure 61: Example of a Selection List Dialog Box

no

Click to select (highlight) the desired option.

3. Click the Select button.

The Selection List Dialog box closes, and you return to the open submission with
the list item question showing your selection. An example is shown below:

FProduction Status (Click on the right button and select the statement that applies to your firm and take the
indicated actiom)

Identifier [Ma products manufactured this periad but will, [l T B

Mo products were manufactured during this period but the firm is =till in business and
expects to manufacture in the future. Complete Sections 1,2, and &.

Mame

Figure 62: Example of a List Item Question Containing a Response

e If you wish to change your response, click the button with the trash can item.
Your response selection is deleted from the question.
e Repeat steps 1 through 3 to make another selection.

Memo (Multi Line Text) — This question type provides an area for you to enter several
lines of text. See Figure 63 . The question may contain a Rich Text Editor which allows
you to format what you type (bold, underline), run spell check or insert a table. The tool
bar for the Rich Text Editor will appear after you click in the text area to begin typing.
Figure 64 shows an example of a multi-line question with a rich text editor. See also
Text, Single Line question type on page 64.
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Frovide an explanation:

Figure 63: Example of a Multi-Line Text Question

Frovide an explanation:

Paragraph "Hﬂ"ﬂHE‘”fﬂ

2

ENIN

Figure 64: Example of a Multi-Line Text Question with a Rich Text Editor

Message — This question type provides information to you as you complete a
submission. You may see several different types of messages as you progress through
your submission. Different examples of the message types are listed below:

e Information Message

Thankyou for using the new CeSub software. Please continue to the next screen to begin
completing your submission form.

e Error Message

Unfortunately, this software currently only supports submissions for in vitro diagnostic devices and
radiation emitting products. For all other submissions, please check back at a later date far
infarmation on additional submissions that will he supparted by this software.

Flease email any questions or comments to the CeSub team at: cdrhesub@cdrh fda.gov. Be sure
to include your name, campany name and contact information in the email.

Thank you again for using our electranic product reparting software.

e Note Message

The respansible individual is the highest level and maost responsible individual affiliated with this
establishment.

e Confirmation Message

@ Sawve the following changes before closing the report template?
<3

e Warning Message
"_\ Any changes made will be lost ifthey are not saved.

L
Selecting the Cancel button will prevent the operation frorm continuing (i.e., closing the
repaort termplate).
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Product Code (Single) — This question type allows you to search for and then identify
the product code that is assigned to your product or device. If applicable, you are able to
search for the device class, device panel and particular CFR section. The response to this
question is for a single product code. Figure 65 shows an example of a product code
question.

Choose the primary product code for this submission.

Product Code ||| o || W |

Froduct Code Name

Device Class

Classification Panel

C.F.R. Section

Add any other praduct codes that are applicable to this submission.

Figure 65: Example of a Single Product Code Question

To enter a three-letter code in the product code question:

e If you know the three-letter code assigned to your product/device, enter it in the text
box. The remaining fields are automatically filled in for you.

e If you wish to remove your entry, click the trash can icon.

e If you do not know the three-letter code, see the instructions below to search for the
code.

e If you are selecting a product code for a radiation emitting product and do not see
an appropriate code, enter RZZ.

To search for a three-letter code by keyword:

1. Click the I (Change Table) button (located next to the trash can).
You see a Product Code Filter dialog box. Figure 66 shows an example:

F#] Product Code Filter Dialog x|

Provide Product Code filter criteria

* | Product Code Name (keyword search) || ‘

* | Device Class |

* | Classification Panel |

* | C.F.R. Bection

[E1s]

Hame

Matching Product Codes

Froduct Code | Froduct Code Narme | Device Class | Cle

0 Product Codes in the list

‘ Clear Fitter H Select H Cancel H Help |

Figure 66: Product Code Filter Dialog

2. Enter a keyword to search the database. You will be provided a list of product codes
from which to choose in the Matching Product Codes portion of the dialog box.
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3. To further refine your search, if desired (see Figure 67):
e Click the Device Class drop-down list and make a selection.
e Click the Classification Panel drop-down list and make a selection.

e Click the CFR Section ! L’ .icon and make a selection.
x|

Provide Product Code filter criteria

Product Code Mame (keyword search) \LASEH |

Device Class Classn

Classification Panel ‘ EAR, HOSE, AND THROAT (EN) il |

* | CF.R. Section

Identifier ||| @ 273
MName
Matching Product Codes
Product Code | Product Code Narme | Device Class | Clz
EWG LASER, ENT MICROSURGICAL CARBOMN-DIOXIDE Class I EAR, |~|
THR!
-
N | T

1 Product Code in the list

| clearrimer || select | cancel || mew |

Figure 67: Refining a Product Code Search

e Click Clear Filter to remove entries and start the search over again.

4. Click to highlight the best match to your product/device, and click Select. You
return to the submission screen and the product code question. The remaining fields
in the product code question are filled in for you. See Figure 68 for an example.

Choose the primary product code farthe submissian.

Product Code EWG IH i || B |
Product Coda Marme LASER, ENT MICROSURGICAL CARBON-DICXIDE

Device Class Class i

Classification Panel EAR, NOSE, AND THROAT

©FR Section g?RatdaEsS(u:%ENT MICROSURGICAL CARBON DIOXIDE LASER

Figure 68: Product Code Response

Product Codes (Multiple) — This question type allows you to identify other product
codes applicable to the submission. Figure 69 shows an example of a multiple product
code question.
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Add any other product codes that are applicable to this submission

| ada.. |

O iterns in the list

Product Code | Product Code Narne

| Device Class

L]

PN T |

[ v

Figure 69: Example of a Multiple Product Code Question

To add product codes:

e Click Add. You see the Product Codes Filter Dialog box (as shown in Figure

2] Product Code Filter Dialog ﬂ
Provide Product Code filter criteria {keywords)
* | Product Code Froduct Code Mame | |
* | Device Class w || Classification Panel | v|
* | CF.R Section
Identifier [l @ =3
Mame
Product Codes matching the specified filter criteria
Product Code | Product Code Marme | Device Class | Classificatio
-
~
[»]
0 Product Codes in the filtered list
Product Codes currently selected
Product Code | Product Code Marme | Device Class | Classificatio
-
~
4 [ ] D
0 Product Codes in the selected list.
Clear Filter | OK || Cancel H Help |

Figure 70: Example of a Multiple Product Code Question

To enter a three-letter code in the product code question:
1. If you know the three-letter code assigned to your product/device, enter it in the
Product Code text box. You see the product code/device appear in Product

Codes matching the specified filter criteria.

2. Click Select. The product/device appears in Product Codes currently selected.
3. Repeat stepsl and 2 to continue to add product codes.

OR

e If you do not know the three-letter code, see the instructions below to search for

the code.
OR

e Click OK to return to the multiple product codes question.
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To search for a three-letter code by keyword:

1. Enter a keyword in Product Code Name to search the database. You will be
provided a list of product codes from which to choose in the in Product Codes
matching the specified filter criteria portion of the dialog box.

2. To further refine your search, if desired:

e Click the Device Class drop-down list and make a selection.
e Click the Classification Panel drop-down list and make a selection.

e

e Click the CFR Section icon and make a selection.
e Click Clear Filter to remove entries and start the search over again.
3. Click to highlight the best match to your product/device, and click Select. The
product/device appears in Product Codes currently selected.
4. Repeat stepsl and 2 to continue to add product codes.
OR
Click Delete to remove a product code from the selection.
5. Click OK to return to the multiple product codes question, which shows your
selections.

Standards — This question type allows you to select a standard for your submission
from the CDRH list of recognized standards. Figure 71 shows an example of a standards
question.

Select all standards referenced.

Add... 0 iterms in the list

Title and Reference Mumber | Cat

-

| [

o [

Figure 71: Example of a Standards Question

To add a standard:
1. Click Add. You see the Standards Filter Dialog box (as shown in Figure 72).
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m Standards Filter Dialog 5'
Provide Standards filter criteria (keywords)
* | TitlelReference Category w || Organization -
Standards matching the specified filter criteria
Title and Reference Number |__Category | Organiza
-
-
4] [ix]
0 Standards in the filtered list.
Standards currently selected
Title and Reference Mumber |__Category | Qrganiza
-
=
0 Standards in the selected list
Clear Filter | o || cancer || Hew |

Figure 72: Standards Filter Dialog Box

o

Enter a title in Title Reference (if known) to search the database.
3. To further refine your search, if desired:
e Click the Category drop-down list and make a selection.
e Click the Organization drop-down list and make a selection.
e Click Clear Filter to remove entries and start the search over again.
4. Click to highlight the best match to your product/device, and click Select. The
standard appears in Standards matching the specified filter criteria.
5. When you are finished adding standards, click OK. You return to the standards
question.

Table — This question type allows you to select from a list or add text items that are then
placed in a table. Figure 73 shows an example. To make selections, click Add.

Does this document or any of its attachments contain:

Avariance request?

| Add... | “r o 0 af 10 items in the list

a

Lo

Figure 73: Table Question

Text, Single Line — This question type allows you to type in text as a response. Figure
74 shows an example of a text question.

FProvide the Accession Mumber of the report far which this is a supplement: >

Figure 74: Example of a Text Question
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Sections as Tables - Entire sections may appear as a table. This format is indicated
by a row of buttons for New, Delete, an up arrow and a down arrow. Directly below
this row of buttons is the actual table. You also see a List and Details tabs. Click the
New button to add an item to the table. You see a screen containing questions for you to
answer. To see the items on in the table, click Details. If you accidentally enter a blank
into the table, (by clicking New, not responding to any questions, and then clicking
Details), you will see a line of colored blank spaces. Select the line of colored spaces
and click the Delete button to remove the item from the table.

5.2.2 Entering Responses into the Submission

To enter information into the submission:
1. The CeSub eSubmitter application must be open on your computer desktop, and a
submission must be open.
If the application and a submission are not open, see the instructions beginning on
page 43.
2. Navigate through the submission as follows:
e If you are in the simple layout, use the buttons on the button bar to advance to
next/return to previous screen.
e If you are in the expert layout, use the outline section, and activate each section to
load the questions.
3. Provide a response to the question(s) on the screen. The response required depends on
the type of question. For information on the different question types, see page 48.
4. Save your responses periodically. For information, see Saving Submission entries or
Changes, beginning on page 65.

5.3 SAVING SUBMISSION ENTRIES OR CHANGES

While moving through the submission, any changes made to question responses are
automatically updated within memory (e.g., the user made a change to a question
response, went to another section of the submission, and returned to see that the changes
to the response were still in effect). If you have auto-save turned off in Preferences,
these changes are only saved permanently when you select the Save option from the tool
bar or File menu. Therefore, follow the same guidance that you would use when saving
data in other software. In other words, whenever you have entered an amount of data that
would be frustrating to have to re-enter, select the save option. For information on
changing auto-save preferences, see page 18.

Note: The software will remind you to save if data has been changed and you are about
to perform an operation that would result in losing your changes, such as opening
another submission or exiting the application.

To save a submission:

e Click File > Save.
OR

e Click H.on the tool bar
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You may not finish entering information into a submission in one session, so you may
return to it at another time. See Closing and Reopening an Existing Submission.

5.4 CLOSING AND REOPENING AN EXISTING SUBMISSION

To close a submission:
1. Save the open submission before you close it:
e Click File > Save on the menu bar.
OR

e Click i on the tool bar.
2. Click File > Close.
The General Screen is displayed.

To re-open an existing submission:
1. Click File > Open on the menu bar.
OR

¥
Click =1 on the tool bar.

You see the Open Report Dialog box.

2. Click to select (highlight) the submission that you wish to open, and click Select.
The selected report is displayed.

3. When you have entered all the required information into the report, you are ready to
complete the submission. See Completing a Submission, beginning on page 67.

Note: The CeSub eSubmitter software is continually being updated and improved.
Therefore some of the forms, referred to as “templates,” that you fill out are
changed. So, if you started to complete a submission several months ago, but you
have not completed it and the form (“template”) has been updated, you may see a
warning when you open the submission. The warning states that you have 30
days to complete your submission before the template becomes inactive. This
means that you should complete your submission as soon as possible because
after 30 days, you will no longer be able to save any changes that you make to
your submission. If you try to make changes after the form (“template”) becomes
inactive, you will see a warning stating that the changes cannot be saved. An
example is shown in Figure 75.

warning x|

The changes made to the currently loaded report cannot he saved becausze the
- template that the report is hased on is no longer active

Figure 75: Example of an Inactive Template Warning
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5.5 COMPLETING A SUBMISSION

To complete a submission, you must identify if any data is missing from your report (and
then enter the required data), package the files for submission, find the necessary files on
your computer, and copy the files onto a CD.

5.5.1 Missing Data

You will only be able to package files for submission as long as no required data is
missing from the submission. To determine if any data is missing, you will generate a
Missing Data Report. To proceed, the desired submission should be open and displayed
on your computer screen.

Note: All report outputs are generated as HTML and require an application capable of
viewing HTML output, such as a WEB browser, the full version of Adobe
Acrobat (not Acrobat Reader), or Microsoft Word.

To determine if required data is missing from the submission:
1. From the menu bar, click Output >Missing Data. (See also page 24.)
You see the Report Output Dialog box as shown in Figure 76.

[ report Output Dialog il
Select the application to be used to view the output Select the shading
The application selected must be capable of viewing HTML output (e.0., a ® Grayscale
broweser, full version of Adabe Acrobat, Micrasoft Ward) 3 Color
(® Default Browser Select the font size
) Other HTML Viewer ® Small Font
| 1) Large Font

| OK || Cancel H Help |

Figure 76: Example of a Report Output Dialog Box

2. On this dialog box:
e Select the desired application to view the output in HTML.:
Click the option button: Default Browser or Other HTML Viewer (The
default setting is your Web Browser.)
= If you selected Other HTML Viewer, the Select button becomes
enabled. Click the Select button. You see the Select HTML Viewer
Application File dialog box, as shown in Figure 77.
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Select HTML Yiewer Application File LI

Look In: |IjeSuh '| @@@@E

I data

] JExpress

v

[T META-INF

T output

D eSubmissionTest.exe
D Uninstall.exe

File Name: | |

Files of Type: | Program Executable Files hd |

Figure 77: Example of Select HTML Application File Dialog Box

= Click in the Look In box to navigate to the executable (.EXE) of the
application to view the HTML. For example, if you want to view the
missing data output report in Word 2002, you would navigate using
the following path:
C: > Programs > Microsoft Office > Microsoft Office > Office 10> WINWORD.EXE
The following screens (display an example for the navigation sequence
to find Word 2002’s executable (winword.exe).

Select HTML Yiewer Application File 5'
ookin: [Jesus MRl
7 Desktop E
] data O3 My Documents J
(= JExpr 3 My Computer
3 jum 3% Floppy (A}
CImeTal = Local Disk (C:h
CToutpu|  CJProgram Files
[ esub Hesun |
[ uni 3 Removable Disk (D:) -
File Name: | |
Files of Type: | Program Executable Files - |
Select Cancel
Figure 78: Finding Word’s Executable File (Navigation 1)
@ Select HTML Yiewer Application File 5'
Look In: |Iijgram Files - ‘ @ @ [ @E
[ Abacast [T directx [ nternet Explorer [ Microsoft Wisual §
] Accessories = eDesigner [ intervidea CIMSH Messenger
9 Adobe = eDesigner_Test T JavaSoft = HetMeeting
L] Ahead [CJeRoom 7 = Messenger [C] Network Assacial
7 Cisco Systems JeSub I Microsoft ActiveSync [T Oracle
[C] Common Files ] eSub_Test CImicrosoft frontpage [T Outlook Express
T3 ComPlus Applications [T Intel I microsoft Office CIpves
File Name: | |
Files of Type: | Program Executable Files A |
Select Cancel

Figure 79: Finding Word’s Executable File (Navigation 2)
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F#] Select HTML Yiewer Application File

x|

Look In: |ﬁ Microsoft Office

SCIOE

I Media

T office

=7 office10
7 Stationery
3 Temptates

File Hame: |

Files of Type: | Program Executable Files

M |

Figure 80: Finding Word’s Executable File (Navigation 3)

m Select HTML Yiewer Application File

X

Look In: | [T office10

MECIEEYEHE

I Media CIvsRuntime [ MSACCESS.EXE [ NSREX.EXE [} RXCBPRXY.EXE
[T Migration [ wiators [} MSACNV30.EXE [ OSA.EXE [} SETLANG.EXE
T Queries [T ®LStart [y MSE7.EXE [} OUTLOOKEXE ] WAVTOASF.EXE
I samples [} EXcEL.EXE [y MSOFFICEEXE [} POWERPNT.EXE [ ] WINWORD.EXE
[CIshortcut Bar [ FINDEREXE [ ) MSOHTMED.EXE [ ) PROFLVWIZ.EXE
[ Startup [ GRAPHEXE [ MSORY32.EXE [ ) REXPROXY.EXE

4

File Name:  [WINWORD.EXE |

Files of Type: | Program Executable Files

Figure 81: Finding Word’s Executable File (Navigation 4)

= Click Select. You return to the Report Output Dialog box with
your selection showing. An example is shown below.

Report Output Dialog

Select the application to be used to view the output

3

() Default Browser

brawser, full version of Adobe Acrobat, Microsoft Word)

(@) Other HTML Viewer

The application selected must be capable of viewing HTML output {e.g., a

x|
Select the shading

) Grayscale
i® Color

Select the font size

) Small Font

CAProgram FilesiWicrasoft Office\Office] OWAINWORD . EXE

| Select..

i® Large Font

| 0K || Cancel || Help

Figure 82: Report Outlook Dialog with Word selected

e Select the desired shading of the report:
Click the option button for Grayscale or Color.
e Select the desired font size:

Click the option button for Small Font or Large Font (which is approximately

10 pt).
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e When you are finished making selections, click OK.

The eSubmitter software generates the report in HTML, which opens for viewing in
the application that you selected. The missing data output report will either state that
there is no data missing (see Figure 83), or identify the missing data that must be
entered before the files are packaged for submission.

il missdata.html - Microsoft Word _[&x]

Eile Edit “ew Insert Format Toaols Table ‘Window Help Type a guestion For help =%
MEEHS8 LAY LR oo O =R & [T]w: -0,
4 Normal + Arial, + Arial - 138 Fa | E EEE-ISITEE O-F-A-.,

Final Showing Markup = Show = 4f s b - Xk - (9 - 2 & |

J 2 - wREZ-|EH-S- | B-E8E - AER 2,
) All Entries = New...
%---u-‘w---n---z--‘ R I A IR R O IS 2O IR T I IS .. 7Y
|Missing-Data-Report-m f‘
1
|There-are-nD-missing-dala-fmm-required-ﬁelds.-The-repuni., leq for-submission. T }&
1
rs
o
¥
=Ga =4 | ]
Draw= [3 | Autoshapes~ . w [ O & 4[ BRI &'i'ﬁ'f =gl .
Page Sec At Ln Col REC TREK EXT OVR English (U.S

Figure 83: Example of Using Word For Viewing A Missing Data Report

3. After you have verified that no data is missing from the submission, you are ready to
package your files for submission.

5.5.2 Packaging Submission Files

After completing the submission and verifying there is no information missing, you are
ready to package the files for submission. To proceed, you should have the eSubmitter
application open, and the finished submission displayed on your computer screen.
To package the files for submission:
1. From the menu bar, click Output > Package Files for Submission. (See also
page 24.)
e If you have missing data, you see the warning shown in Figure 84:
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wamng x|

Submission files cannot be created while data is missing from within the report.
. Please complete the report before trying again.

Figure 84: Missing Data Warning

e |f the submission has all required data, you see the Package Files for
Submission Dialog box (an example is shown in Figure 85):

Package Files for Submission Dialog x|

@ Package files for submission?

Mote: A single zip file will he generated containing all of the required files for the submission.

Specify Package File

File Mame (.zip) ? |Stanupmenu.zip|

|
Output Location ® | [output, |‘ =]

Verify File Attachments

File Mame File Title | Guestion Count

| Yes || Ho || Help |

Figure 85: Package Files for Submission Dialog Box

2. Onthe Package Files for Submission Dialog box:

e The File Name (.zip) text box identifies the default zip file name for the
submission. (eSubmitter automatically uses the submission name for the zip file.)
Make a note of the name for the zip file. Do not modify the zip file after it is
generated by eSubmitter.

e The Output Location identifies the default file folder where the zip file is
located. (If you did not change the location of the eSubmitter software when you
installed it, the output location is c: Program Files\eSub\output). Make a note of
the output location.
= To change the location click the file folder icon, locate the desired location,

and click Select.

e Verify File Attachments lists all file attachments used in the submission.
= Check the list to make sure that all of the appropriate file attachments are

listed (only files referenced in responses will be included. Check the question
counts for confirmation).
= Check the file dates, size and locations to ensure the correct versions of the
files are provided.
3. When you have checked the file name, output location and file attachments:
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4.

e Click Yes to close the dialog box and attempt to package the files for submission.
If any problems occur, a dialog box appears to explain the issue. Once
completed, an informational dialog box will display the names and locations of
the files that were generated. An example is shown in Figure 86.

B
The Submission has been packaged successiully.

Details are pravided below:

Please submitthe subhmissian file {outputistatupmenu.zipd to CORH {e.q., via COY.

Figure 86: Information Dialog Box for Submission File

= Click Close. You return to the open submission.
e Click No to close the dialog box without packaging the files for submission.
e Click Help to display the help window and help text.

You are ready to locate the files on your computer, print out pages and copy the files
onto a CD. Do not modify the zip file after it is generated by eSubmitter.

55.3 Printing, Locating, and Copying Files

After packaging the files for submission, you need to find the files on your computer and
copy them onto a CD. In addition, you will need to print out the submittal letter (and sign
it). For an OIVD submission, the truth and accuracy statement is part of the letter.

To proceed, you should have the eSubmitter application open, and the finished
submission displayed on your computer screen.

To print the submittal letter from your submission:

1.

wn

From the menu bar, click Output > Print Submittal Letter
You see the Report Output Dialog box.
e On this dialog box:
= If you created a Missing Data Report, your selection for the HTML viewer is
retained. If you wish to change the selection or if you did not create the
Missing Data Report, see the instructions on page 67, beginning with step 2 to
select the HTML viewer.

= After you selected the HTML viewer, click OK.

e The eSubmitter software generates the submission letter in HTML, which opens
for viewing in the application that you selected. Print out the submittal letter and
sign it.

Close the submission (from the menu bar, click File > Close).

Exit from the eSubmitter software (from the menu bar, click File > EXxit).

Locate the submission files on your computer, using the instructions below.
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Note: If you re-package your submission for any reason, be sure to print out a new
submittal letter, sign it, and include with the CD that you send to CDRH.

To locate the submission files on the computer’s hard drive:
1. Use Windows Explorer to navigate to the label for the computer’s installed hard
drive, e.g., Local Disk (C:). For example, on a computer with Windows 2000:
e Open Windows Explorer.
e Double-click My Computer to display its contents.
e Look for the label of the computer’s installed hard drive. For example,
(C).
Double-click on the label for the hard drive to display its contents.
Navigate to and double-click to open the Program Files file folder.
Navigate to and double-click to open the eSub file folder.
Double-click to open the output file folder.
You see the zip file that you created in Packaging Submission Files, beginning on
page 70. Do not modify the zip file after it is generated by eSubmitter.
6. Copy this file onto a CD.
7. Mail the CD and signed cover letter to the address provided in your submission.

arwN
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6. GETTING SUPPORT

For technical assistance for the CeSub eSubmitter software, please contact us at
cdrhesub@cdrh.fda.gov. In the email, please provide the company name and contact
information where a response can be sent.
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7. FREQUENTLY ASKED QUESTIONS

(1) The software requires Windows OS, Adobe Reader 5.0 (or full Adobe Acrobat), and a
CD-R. Does it require any special permissions for a user on a Win2K/WinXP
machine? What exactly does jinstall.exe unpack?

The CeSub application is based on Java. The installation program will unpack the
application into the user designated location. All files installed will reside in the
aforementioned designated location. The files installed include the application and
support files, a Java runtime engine (JRE 1.4.2), and install/uninstall information. The
JRE installed is specific to this application and should not interfere with other possible
JRE’s installed (i.e., it’s not recognized by the OS but instead called by the CeSub
application directly). The install program will setup menu short-cuts as well as provide
uninstall information to the OS, which will require access to the Windows registry.
Otherwise, no additional permissions should be required.

(2) Does this program introduce any new DLLs?

No.

(3) Does it require any specific version of DLLs that are standard on the machine?
No.

(4) Does it communicate outside the local box? Does it use any TCP ports?

Yes. The application uses an internet connection to perform auto-updates of the
application and support files (e.g., enhancements, fixes). The auto-update process is
called at start-up every time the application is executed. However, if no internet
connection is available the application will still execute fine but no updates will be
received. If you use a proxy server there are settings within a configuration of the
application to give the application permission to contact its auto-update site.

(5) Does it introduce any vulnerabilities that you (the developers) are aware of?
None that we are aware of.
(6) Are there any issues I should be aware of that might affect our environment?
None that we are aware of.

(7) Can I install the software on a network?

Yes. The software can be installed anywhere and will work properly. A new file locking
option has recently been added to the software that you set to prevent users from
accidentally overwriting the work of another. For details, see Networking in Preferences
on page 20.

CeSub eSubmitter User Manual 75 March 2006




(8) I have a PDF that I want to include. Can I add it the winzip file generated by
eSubmitter?

No. Do not modify the file after it is generated by eSubmitter. If you do, your
submission will fail our loading process. You will have to repackage your files and
resubmit your submission to CDRH. Always attach the desired PDF to the appropriate
question.

(9) I sent my submission to CDRH, but was notified by a CeSub team member that
something was wrong with my submission. | fixed the problem, repackaged the
submission, and created a new CD. Is that all | have to do?

No. Be sure to print out a new submittal letter, sign this new letter and include with
your resubmittal.
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